&

Quality and Safety Certificate / CepTrudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

23.12.2022

DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccus

BATCH / CEPUSA

2314C60104

BATCH SIZE /OBbEM NAPTUN
than 25C/

12.846 Packs/ ynakoBok

Production date: / flaTa nsrotoeneHus:
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, NOKPbITbIE NAEHOUHON
060N04KOM, Maccor 729 Mr n Kancynbl Maccon 746 mMr

07.2022 /mecsau, roa
07.2024 /mecsu, rog

XpaHWTb B CYXOM, HEAOCTYNHOM ANA AETEN MECTE Npu TeMnepaTtype He Bolwe 25C

ANALYTICAL DATA TABLETS/
AHANTUTUHECKUE OAHHbIE TABNTETKW

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATbI

Description / Onucanue

Appearance / BHewHWi1 BuA

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

OBarnbHble, ABOAKOBLINYK/IbIE
TabneTku, NOKPbITbIE NNEHOUYHON
o6onoykoi, oT 6enoro Ao NoYTn
6enoro ugeta

meets the requirements /
cooTseTcTBYeT Tpe6toBaHUAM

Physical tests /
Ucnbitanme husanuecKkux CBOUCTB

Mean weight / CpeagHas Macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

738.6 mg/ 738,6 mr

Individual weight /
UHauBvayanoHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B COOTB. C EBp. ®apM.

meets the requirements /
cooTBeTCTBYET TpeboBaHUAM

Composition / Coctas

Konunyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPbITan NMNEHOUHONW 060NOUKON, COAEPXKUT CNEAYIoNe BUTaMUHbI U SNEMEHTHI B CNeA0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHoBas kucnota) 35mg /55 mr B Npegenax Maccol
(B ¢popMe Kanbumsa ackopbaTta)

Nicotinamide / HukoTuHamua 15mg/ 15 mr weighed in /

B npeaenax Macchel

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dopme dl-ansva-tokodepona
auerara)

48mg/ 4,8mMr

weighed in /
B Npeaenax Macchl

Pantothenic acid (as calcium pantothenate) /

HWTpaTa)

weighed in /
Eaa::g:::::aa)ﬂ Kkucnota (8 opMe Kanbums 6mg/6mMr B Npeaenax Macchl
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) / weighed in /
ButamuH B6 (nupuaokcuH) (8 dopme 1.9mg/ 1,9 mr B Npeaenax Macchbl
NMPUAOKCUHA rMapoxaopuaa)
Vitamin B2 (riboflavin) / weighed in /
ButamuH B2(pubodrasun) 1.4mg/1,4mr B Npeaenax Macchbl
Vitamin B1 (thiamine) (as thiamine nitrate) / welghed in /
ButamuH Bl (Twamun) (B hopMe TMaMUHA 14mg/1,4wmr 9

B npeaenax MaccCobl

Folate / ®onart
o folic acid / donuesas kucnora
¢ L-methylfolate / L-meTunconat
(as Calcium salt L-methylfolate ) /
(B ¢popme L-meTundonaT Kanbuua)

400 ug / mxr
e 200 g/ Mkr
o 208 ug / MKr (equal to
200 pg folic acid) /
(coorBsercrByer 200 MKr
$onneBoi KUCNOTLI)

weighed in / B npeaenax
Macchbl
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Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTvn

23.12.2022
DD.MM.YYYY/Hucno,mecau, rog

CAT. NO. / KAT. N? DESIGNATION/ HAMUMEHOBAHUWE

81757758
FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPbITbIE NAEHOYHOW
060N04KOI, Maccor 729 Mr u Kancynbl Maccon 746 mr

BATCH / CEPUSA Production date: / AaTa u3rorosneHus: 07.2022 /mecsu, roa
2314C60104 Expiry date: / Cpok roaHocTu: 07.2024 /mecsau, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25'C/
12.846 Packs/ ynakosok XpaHuTb B CYXOM, HEeAOCTYIMHOM ANA AeTen MecTe npu TeMnepaTtype He Bblwe 25C
Iodine (as potassium iodide) / weighed in /
Woa (B dopMe kanus noamaa) STl B npeaenax Macchl
- weighed in /
Biotin / 6uoTUH 40 pg / 40 mkr B NpEAenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
Butamunu B12 (unanHokob6anaMuH) 4.5 ug / 4,5 Mkr B npeaenax Macchbl
. mg / kg, not more than
Toxic elements/
Toxic elements Mr/ Kr, He 6onee Yem mg / kg
ToKCHUHBIE 31eMEHTbI Mr/ kr
Lead / CBuHel not more than 5.0 / He 6onee yvem 5,0 [0.2/0,2
Cadmium/ Kaamuit not more than 1.0 / He 6onee yem 1,0 0.2/0,2
Arsenic/ Mbiwbsak not more than 3.0 / He 6onee 4eM 3,0 0
Mercury/ PTyTb not more than 1.0 / He 6onee vem 1,0 < 0.005/ < 0,005
Pesticides/ mg / kg, not more than mg / kg
Necruunab Mr / kr, He 6onee yem Mmr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / < 0.005 / < 0,005
CyMMa K30MEpOoB rekcaxnopuuknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.2 / < 0.005 / < 0,005
AuxnopandeHnnTpuxniopsTaH U ero He 6onee 0,2
MeTabonuTol
. not permitted (<0,002) /
Aldrin/ AnapwH He onyckaetcs (< 0,002) < 0.001/ < 0,001
not permitted (<0,002) /
Heptachlor/ F'entaxnop He ponyckatotcs (< 0,002) < 0.001/ < 0,001

Microbiological indices/
Mukpobuonornueckune nokasarenu

QMAFANM cfu/g / not more than 5 x 10* cfu/g / < 10 CFU/g/
KMA®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 /
bakTepun rpynnbt KMwe4yHoW nanoyku 8 0,1 r He AONYCKAKTCA He o6HapyXeHb!
E.coliin 1g / not permitted / not detected /
E.coliBlr He AoNYyCKaeTca He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g / not permitted / not detected /

MaToreHHble MUKPOOPraHU3Mbl, B.T.4. He AonycKatoTes He o6HapyXeHb
Salmonellas, 8 10 r

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTtndukar kauecrsa n 6esonacHocTun

23.12.2022
DD.MM.YYYY/4ucno,mecau, rog

CAT. NO. / KAT. N¢ DESIGNATION/ HAMMEHOBAHWE

81757758

FEMIBION® 2/ ®EMUBUNOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbiTbIE NAEHOYHOM
060n04KON, Maccor 729 Mr U Kancynbl Maccon 746 mr

BATCH / CEPUSA Production date: / lata usrotosnerus: 07.2022 /mecsu, roa,

2314C60104 Expiry date: / Cpok roaHOCTK: 07.2024 /mecsu, roa

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

than 25°C/

12.846 Packs/ ynakosok XpaHUTb B CYXOM, HEAOCTYNHOM ANS AeTei MectTe Npu Temnepartype He Bbiwe 25C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
Nnecenn (Brntouas apoxokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHANTUTUYECKUE A AHHBIE KANCYNbI TPEBOBAHMA PE3YNbTATDI

Description / OnucaHue

Appearance /

Oval clear natural capsules
containing a red suspension /

BrewHuih Bug OBarnbHble NPo3payHble Kancysbl meets the requirements /
€eCTeCTBEHHOIo LBeTa, COOTBETCTBYET TpeboBaHMAM
coaepxalme CycneHsuio KpacHoro
usera

Physical tests /
UcnbiTanue dusanuecknx cCBOUCTB

Mean weight /
CpeaHsia Macca

capsule mass: 708 - 783 mg /
Macca xancynol: 708 — 783 mr
filing mass: 510 - 564 mg /
Macca HanonHenusa: 510 - 564 mr

747 mg / 741 mr

527 mg / 525 wmr

Individual weight /
NHansuayanbHas Macca

+ 7.5%, acc. to Ph. Eur. / meets the requirements /
+ 7.5%, B cooTB. C EBp.®apm. cooTBeTcTBYeT TpeboBaHuaM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna coaepxXuT Kak MUHMMYM cneaytotee:

Docosahexaenoic acid (DHA) /
[oxo3arekcaeHoBas kucnota (ArkK)

200-244 mg / Mr 218 mg / 218 mr

Lutein

yucny)

JlioTenH 9-10 mg/ Mr 9:mg /9 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /

UYWNCNo OKUCNEHUs (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 mMr KOH/r

Peroxide number /
MNepekucHoe unucno

not more than 10.0 meq Oz/kg / 1 meq/kg /
He 6onee 10,0 O MIksB/KI 1 MIke/Kkr
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Quality and Safety Certificate / Ceprudpukar kauecrsa n 6esonacHocTu

23.12.2022
DD.MM.YYYY/Yucno,Mecsil, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHME

81757758
FEMIBION® 2/ PEMUBNOH® 2

Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITbIE NNEHOUYHON
060N04KOM, Maccoi 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUA Production date: / [laTa usrotoBnexus: 07.2022 /mecsu, roa
2314C60104 Expiry date: / Cpok rogHocTu: 07.2024 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25°C/
12.846 Packs/ ynakosok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTel MecTe nNpwu TeMmnepaTtype He Bbiwe 25'C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHBIE 3/1EMEHTbI Mr / kr, He 6onee Mr/ wr

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

. 2 . ,
Cadmium/ Kaammii not more than 0.2 / He 6onee O, 0.0/0,0

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

Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ A O :11'9//K':9
MNecTruungsl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB rekcaxnopumnknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopanpeHnnTPUXNOPITaH U ero He 6onee 0,1
metabonutbl
less than or equal to 0.002 /
0.001 /0,001

Aldrin/ AnapvH MeHbilue uny pasHo 0,002

Heptachlor/ Mentaxnop LS UEN ORGSO 2/ 0.001 / 0,001

MeHblue uny pasHo 0,002

Diossina (calculation into fat) / not more than 2/

AOvoKcuHbl (B NepecyeTte Ha Xup) He Gonee 2 0
Polychloric bephenyl / not more than 3.0/ 0.0/0,0
RonuxnopupoBaHHble 6udeHnnb! He Gonee 3.0 : !
- P Bq / kg, not more than
Radioactivity/ !
Radioactivi Bk / xr, He 6onee yeM Bq / kg
PaanoakinBHocTb Bk / kr
Cesium-137 / Ue3ui-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTporumii-90 not more than 100 /He 6onee 100 | O
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 Sitz der Gesellschaft: Spittal an der Drau
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Quality and Safety Certificate / Ceprudpukar kauecrsa n 6e3onacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccuna

BATCH / CEPUA
2314C60104
BATCH SIZE /OBbEM MAPTUU

12.846 Packs/ ynakosok

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®PEMUBUOH® 2

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITble ANEHOYHON

&

23.12.2022

DD.MM.YYYY/Yucno,mMecau, roa

060N04KOr, MaACCon 729 Mr 1 Kancynbl Maccon 746 mMr

Production date: / laTta u3rotoBnexus:

Expiry date: / Cpok roaHocTu:
Store in a dry place, not available for
than 25C/

XpaHuTb B CYXOM, HEAOCTYNHOM ANS AETel MecTe Npu TeMnepatype He Boiwe 25C

07.2022 /mecau, roa
07.2024 /mecsu, roa

children, under the room temperature not more

Microbiological indices/

Mukpob6uonornyeckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

He 6onee 5 x 10* KO

not more than 5 x 10* cfu/g /

<10 cfu/g/

E/r <10 KOE/r

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

not permitted /
He AONYCKATCA

not detected /
He o6HapyXeHbl

E.coliin 1g/
E.coliBlr

not permitted /
He aonyckaercs

not detected /
He obHapy»xeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, B 10 r

MaToreHHbIE MUKPOOPraHN3Mbl, B.T.4.

not permitted /

He A0oNYyCKatoTCA

not detected /

He 06HapyXeHb)

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

not permitted /
He AonyckaeTca

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
NneceHn, Apoxokun, KOE/r

He 6onee 100 KOE/r

not more than 100 cfu/g /

<10 cfu/g/
<10 KOE/r

Date of release / laTa Bbinycka

o Ao

DD.MM.YYYY / Yucno, Mmecau, roa Release office / oTaena paspemeum/

P&G Health Austria GmbH & Co. OG
Hdsslgasse 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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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION ll

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2314C60104

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

20 JUL 2022 JUL 2024

Lot Quantity: Unit of Measure:
12,846.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037617408

Bulk batches consumed in the reported Batch Code:
Batch No: 0011326858, Manufacturing Date:20.07.2022

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

Hésslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 19.12.2022

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 19.12.2022

PeG

Package Size:
28

Package Type:

blisters
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