Highly Restricted

&

Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocTu

]

CAT. NO. / KAT. N2
81781705

_19.12.2024 J
DD.MM.YYYY/Hucno,mecsau, roa

DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ ®PEMUBUOH® 2

Russia/ Poccusi

060n0o4Kon, Maccon 729 Mr 1 Kancynbo Maccown 746 mr

BATCH / CEPMA

4331C60100

BATCH SIZE /OBbEM NAPTUN
than 25C/

31.536 Packs/ ynakoBok

Production date: / lata nsrotosnenus:
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 / TabneTku, NOKPLITHIE NNEHOHHOMN

11.2024 /mecsu, roa
11.2026 /mecsu, roa

XpaHuTb B CYXOM, HEeAOCTYNHOM ANS AeTer MecTe Npu TeMnepartype He Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHANTUTUYHECKUE OQAHHBIE TABJTETKWU

REQUIREMENTS
TPEBOBAHUSA

RESULTS
PE3Y/1IbTATbI

Description / Onucanue

Appearance / BHewHui sug

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

OBanbHble, ABOSKOBBINYKNbIE
TabneTkun, NOKpPbITbIE NAEHOUYHOMN
obonoykon, ot 6enoro 4o NOYTH
6enoro usera

meets the requirements /
cooTsercTayeT TpeboBaHUAM

Physical tests /
UcnbiraHne puUsnuecKUx cCBOUCTB

Mean weight / Cpeanssa macca

729.0 mg % 4 %/ 729,0 Mr + 4 %

735.0 mg / 735,0 Mr

Individual weight /
NHaveuayanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B coots. c EBp. ®apm.

meets the requirements /
cooTseTcTByeT TpeboBaHUsAM

Composition / Cocras

Konunyecrteax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTia, NOKPbLITan NNEHOYHON 060NOYKON, COASPKUT CNEAYIOUME BUTAMUHDBI U 3NEMEHTbI B CNEAOBbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHoBas KNCNoTa) 55 mg / 55 mr B Npeaenax Macchol
(B hopme Kanbuma ackopbara)

Nicotinamide / HukotnHamung 15mg/ 15 mr UL

B npegenax Maccel

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B popme di-aneda-tokodepona
auerarta)

48 mg/ 4,8 mr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /
NanToTeHoBas kucnota (B opMe Kanbums
naHTorexHara)

6mg/6wmMr

weighed in /
8 npefenax Maccol

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamuu B6 (nupnaokcun) (8 opme
NYPUAOKCUHA rMapoxnopvaa)

19mg/1,9wmr

weighed in /
B Npeaenax Maccol

Vitamin B2 (riboflavin) /
ButamuH B2(pnbodnasut)

1.4mg/ 1,4 mr

weighed in /
B npefenax Maccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (Twamud) (8 bopme ThamuHa
HUTparta)

1.4mg/ 1,4 mr

weighed in /
B Npeaenax Maccol

Folate / ®onaTt
» folic acid / ¢ponuesan kucnota
o L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTundonaTt kanbums)

400 pg / Mkr
e 200 ug / MKF
« 208 pg / MKr (equal to
200 g folic acid) /
(coorBercreyer 200 Mkr
donnesoin KUCNOTbI)

weighed in / 8 npeaenax
Maccol
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Highly Restricted

&

Quality and Safety Certificate / Ceptudunkart kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N?
81781705

Jy
19.12.2024)
DD.MM.YYYY/Yncno,mecsau, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®DEMUBUOH® 2

Russia/ Poccusn

obonoukoli, Maccon 729 Mr 1 Kancynbl Maccoi 746 mr

BATCH / CEPUA
4331C60100
BATCH SIZE /OBbEM MAPTUU

Production date: / laTa nsrotosneHus:
Expiry date: / Cpok roaHocTu:
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, NOKPbLITHIE NAEHOUHOMN

11.2024 /mecsu, roa
11.2026 /mecsu, roa

than 25'C/
31.536 Packs/ ynakoBok XpaHnTL B CYXOM, HEAOCTYMHOM ANA AeTel MecTe Npu TeMnepaTtype He Bbiwe 25C

Iodine (as potassium iodide) / 150 pg / 150 Mkr weighed in /
WNopa (B dopme kanns noavaa) B Npeaenax Maccsl

o weighed in /
Biotin / 6uoTHH 40 ug / 40 mkr B NpEeAenax Macch!
Vitamin B12 (cyanocobalamin) / weighed in /
ButamuH B12 (umaHoko6anamur) 4.5 g / 4,5 wer 8 npegenax mMaccol

mg / kg, not more than

Toxic elements/

Toxic elements O A mg / kg
TOKCUUHBIE 3/IEMEHTbI Mr / kr
Lead / CeuHey not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kaamui not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ Mbitbsik not more than 3.0 / He 6onee yem 3,0 0/0

Mercury/ PTyTb

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

< 0.005/ < 0,005

Pesticides/
Necrnumnabl

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

mg / kg
Mr / Kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopuyvknoreKkcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTaH u ero
MeTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ Anapun

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

< 0.001/ < 0,001

Heptachlor/ lentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonorunueckme nokasarenu

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 /
BakTepuv rpynnbl KuweuyHoun nanodku 8 0,1 r

not permitted /
He gonycKawTcs

not detected /
He obHapyXeHbl

E.coliin 1g/
Ecolislr

not permitted /
He 0MnycKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MMKpPOOPraHwu3Mbl, B.T.4.

not permitted /
He AorycKawTcs

not detected /
He obHapyXeHbl
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Highly Restricted

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTH

CAT. NO. / KAT. N2
81781705

19.12.2024

DD.MM.YYYY/Uucno,mMecau, roa

DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

060104KOA, Maccoi 729 Mr u Kancynbl Maccoi 746 mr

BATCH / CEPUSA

4331C60100

BATCH SIZE /OBbEM NAPTUN
than 25'C/

31.536 Packs/ ynakoBok

Production date: / [lata nsrorosnexnus:
Expiry date: / Cpok rogHocTu:
Store in a dry place, not available for children, under the room temperature not more

11.2024 /mecsu, rog
11.2026 /mMecsu, roa

729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPLITLIE NNEHOUYHOM

XpaHuTb B CyXoM, HEAOCTYNHOM ANs AeTel MecTe npw TemnepaTtype He Bolwe 25°C

Salmonellas, 8 10 1

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / <10 CFU/g/
Mnecenu (Bratoyas apoxokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMUTUYECKWE AAHHDLIE KAMCYNbI TPEBOBAHUA PE3Y/NIbTATbI

Description / Onucanue

Appearance /
BHewHun Bug

Oval clear natural capsules
containing a red suspension /
OBansHble Npo3payHble Kancysb
eCTecTBEeHHOro uBeTa,
coAepXalme CyCneH3unto KpacHoro
uBeTa

meets the requirements /
cooTBeTCcTayeT TpebosaHusamM

Physical tests /

UcnbitaHue hnsmueckux cBONcTs

Mean weight /
CpeaHss macca

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

730 mg / 730 mr

525 mg/ 525 mr

Individual weight /
NHavBuayaneHas Macca

+ 7.5%, acc. to Ph. Eur./
+ 7.5%, B cooTB. C EBp.®apm.

meets the requirements /
cooTBeTCcTBYET TpeboBaHuaAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna coaepXuT Kak MUHUMYM caeayrowee:

Docosahexaenoic acid (DHA) /
foko3arekcaenosas kucnota (ArK)

200-244 mg / mr

217 mg/ 217 mr

Lutein
JoTenH

9-10 mg/ mr

9mg /9 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneHua (COOTBETCTBYET KUCNOTHOMY He 6onee uem 4,0 mr KOH/r 0,0 mr KOH/r
uucny)

Peroxide number / not more than 10.0 meq Oz/kg / | 5 Mea/ka/
MepekncHoe uncno He 6onee 10,0 02 MIKB/KF 3 M3Ke/Kr
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Highly Restricted

Quality and Safety Certificate / Ceprudukar kauecrsa n besonacHocTu

CAT. NO. / KAT. N2
81781705

| 19.12.2024

DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHWE

FEMIBION® 2/ ®EMWBUOH® 2

Russia/ Poccun

BATCH / CEPUA

4331C60100

BATCH SIZE /OBbEM NAPTUN
than 25'C/

31.536 Packs/ ynakoeok

Production date: / flata n3rotosBneHus:
Expiry date: / Cpok roaHocTu:
Store in a dry place, not available for children, under the room temperature not more

11.2024 /mecauy, roa
11.2026 /mecsu, roa

729 mg film coated tablets and 746 mg capsules / Tabnerku, NOKPbITLIE MNAEHOUHOM
060N0YKON, Maccon 729 Mr n Kancynsl Maccok 746 mr

XpaHuTb B CyXoM, HEAOCTYNHOM ANs AETel MecTe Npu TeMnepaTtype He Bbiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
ToKkcHYHBIE 3AEMEHTBI Mr / kr, He Gonee Mr/ kr
t 1.0 0 0.0/0,0
Lead / Cemmew, not more than / He 6onee 1, /
. . not more than 0.2 / He 6onee 0,2 0.0/0,0
Cadmium/ Kaamuin
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbak
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
.- mg / kg, not more than
Pesticides/ Mr / Kr, He Bonee :19// kg
Necrnunabl L
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa U30MEepoB rekCcaxnopumnknorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandennnTpuxnopaTtaH u ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /
; 0.001/ 0,001
Aldrin/ Anapwn MeHblwe unun pasHo 0,002
| than lto 0.
Heptachlor/ Mentaxnop S WG TRy 0.001/ 0,001
MeHbwe unn pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AvokcuHb! (B NnepecyeTte Ha Xup) N
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopuposaHHble GuderHnnol He Gonee 3.0 : !
. - Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / kr, He 6onee uem Bq / kg
PaanoakTMBHOCTL Bk / kr
Cesium-137 / Lie3nn-137 not more than 130 / He 6onee 130 < 10

P&G Health Austria GmbH & Co. OG
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Highly Restricted

&

Quality and Safety Certificate / CepTudukar kauecrsa u 6esonacHocTun

CAT. NO. / KAT. N2
81781705

Russia/ Poccus

BATCH / CEPUA
4331C60100
BATCH SIZE /OBbEM NAPTUU

31.536 Packs/ ynaxkosok

J 19.12.2024 |
DD.MM.YYYY/Hucno,Mecau, roa
DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NAECHOUHOM
060104K0, Maccoin 729 Mr 1 Kancynbl Maccoi 746 Mr

Production date: / lata usrotosnexus: 11.2024 /mecsau, rop

Expiry date: / Cpok rogHocTu: 11.2026 /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 TemnepaTtype He sbiuie 25°C

LStrontium-QO / CTpoHumMi-90 | not more than 100 / He 6onee 100 < 0.9 —|
Microbiological indices/
Mukpo6uonoruueckune nokasarenm
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 /
BakTepumn rpynnbl KUWEYHOM Nanoukn 8 0,1 r | HE AONYCKaloTCs He O6HapyxeHbl
E.coliin 1g / not permitted / not detected /
E.colislr He aonyckaetcs He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, B 10 r

MaToreHHble MUKPOOPraHW3Mbl, 8.7.4.

not detected /
not permitted /

He obHapyXeHbl
HE lonycKarTca

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

not permitted / not detected /

He JonycKaeTcs He obHapyxeta

Yeast, Moulds cfu/g /
Nnecenn, Apoxoxu, KOE/r

not more than 100 cfu/g / <10 cfu/g/
He 6onee 100 KOE/r <10 KOE/r

Date of release / flata Bbinycka

{9, Dez. 2024

DD.MM.YYYY / Yucno, mecsiy, rog

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
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION I

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4331C60100

Dosage Form:

PeG

Package Size:
28

Package Type:

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

NOT APPLICABLE

Brand Code: Contractor Item No:

81781705 81781705

Date of Manufacturing: Expiration Date:

12 NOV 2024 NOV 2026

Lot Quantity: Unit of Measure:

31,536.00 IT

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 40038814126

Bulk batches consumed in the reported Batch Code:
Batch No: 0065734002, Manufacturing Date:12.11.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
Ho6RIgasse 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
Ho6RIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
Ho6RIgasse 20, 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:
Muneeb Ahmad Idrees (DP7072) / Trained QA 17.12.2024
personnel

This document was signed electronically and is valid without signature.

Printed by: DP7072 Print Date: 17.12.2024 Page: 1 of 1
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