&

Quality and Safety Certificate / Ceptucpukar kauecrsa n 6esonacHocCTH

CAT. NO. / KAT. N¢
81757758

27.06.2022

DD.MM.YYYY/Uucno,mecau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMWBEUNOH® 2

Russia/ Poccuna

BATCH / CEPUA

2118C60105

BATCH SIZE /OBbEM NAPTUWU
than 25C/

32.500 Packs / ynakoBoOK

Production date: / lata usrotosneHua:
Expiry date: / Cpok roagHoCTU:
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, nNOKpbITsIE NNEHOYHON
060n04KOM, Maccon 729 Mr N Kancynbl MAaccon 746 mMr

02.2022 /mecsu, roa
02.2024 /mecsau, roa

XpaHuTb B CYXOM, HEAOCTYMNHOM ANA AeTen MecTe npu TeMnepatype He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANMTUHECKUE NAHHBIE TABNTETKA

REQUIREMENTS
TPEGOBAHUA

RESULTS
PE3YNbTATDI

Description / OnucaHue

Appearance / BHewHut Bug

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

OBanbHble, ABOAKOBLINYKSIbIE
Tabnetku, NOKpbITbIE NIGHOYHON
obonoukoil, oT 6enoro Ao NOUTH
6enoro yseta

meets the requirements /
COOTBETCTBYET TPe6GOBaHUAM

Physical tests /
UcnbiTanue dusnyecknx cCBONCTB

Mean weight / CpeaHnsas macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

737.mg / 737,7 mr

Individual weight /
NHauBMAYanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, 8 cooTs. ¢ EBp. ®apm.

meets the requirements /
COOTBETCTBYET TPE60BaAHUAM

Composition / Coctas

Konuuecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKPbITas NJIEHOYHON 060NOYKON, COAEPXUT CNeayoWmne BUTAMUHBI U INEMEHTLI B C1eA0BbIX

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

weighed in /

ButamunH C (AckopbuHosas K1cnoTa) 35 mg /55 mr B Npeaenax Maccol
(B dopme Kanbums ackopbarta)
Nicotinamide / HukotTMHamua 15mg/ 15 wmr weighed in /

B Npegenax Macchl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (8 popme dl-anbda-Tokodepona
auerara)

4.8mg/ 4,8 mr

weighed in /
B npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /
NaHToTeHOBas kucnorta (8 hopMe KanbLus
NaHTOTEHaTa)

6é6mg/6wmr

weighed in /
B npeaenax Maccol

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamnH B6 (nupwaokcun) (B popme
NUPHMAOKCUHA ruapoxaopuaa)

1.9mg/1,9wmr

weighed in /
B Npeaenax Maccobl

Vitamin B2 (riboflavin) /
ButamnH B2(pnbodnasuH)

1.4mg/1,4wmr

weighed in /
B Npegenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (TvamuH) (B dopme TMaMnHa
HUTpaTa)

14mg/1,4mr

weighed in /
B Npeaenax Macchbl

Folate / ®onat
o folic acid / ¢ponuesas kucnora
e L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 popme L-MeTundgonar Kanbuus)

400 g / Mkr
e 200 g / Mkr
e 208 g / MKr (equal to
200 pg folic acid) /
(coorBercrayer 200 Mkr
cdonneBoit KNCNOTbI)

weighed in / B npeaenax
Maccol
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Quality and Safety Certificate / CepTtu¢gpmkar kauecrsa n 6esonacHocTn

27.06.2022
DD.MM.YYYY/Yucno,mecsiy, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITLIE NNEHOUYHOMN
060104KON, Maccon 729 Mr u Kancynbl Maccon 746 mr

Russia/ Poccun

BATCH / CEPUA
2118C60105

Production date: / [lata usrotosnenus:
Expiry date: / Cpok rogHocTu:

02.2022 /Mecsau, roa
02.2024 /mecsau, roa

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

32.500 Packs/ ynakosok XpaHuTb B CyxXOM, HEAOCTYNHOM ANA AeTeN MecTe Npu TeMnepaTtype He Bbilwe 25'C

Ipdine (as potassium iodide) / weighed in /
Noa (B popme kanusa nogmaa) U L B n_peAen_ax MaccChbl
Biotin / 6MoTHH 40 g / 40 Mkr weighed in /

B npeaenax Maccol
Vitamin B12 (cyanocobalamin) / weighed in /
ButamMun B12 (umaHoko6anamuH) 4.5 ug / 4,5 mxr B8 npeaenax Macchl

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, tie Gonee uem mg / kg
TokcuuHble 3neMeHTbl Mr/ kr
Lead / CeuHey not more than 5.0 / He Gonee yem 5,0 [0.1/0,1
Cadmium/ Kaamui not more than 1.0 / He 6onee uem 1,0 0.2/0,2
Arsenic/ Mbiwbak not more than 3.0 / He 6onee 4yem 3,0 0

Mercury/ PtyTb

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

< 0.005/ < 0,005

Pesticides/
Mecrnunabl

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

mg / kg
mr / «r

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepOB reKCaxnopumKiorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHNTpUXNOpP3TaH U ero
MeTabonutbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapuH

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

< 0.001 /< 0,001

Heptachlor/ Fentaxnop

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

< 0.001 /< 0,001

Microbiological indices/

Mukpo6uonoruyeckue nokasarenm

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 /
bakTepun rpynnel KMWe4HOW nanodku 8 0,1 r

not permitted /
He AoNnycKaKTcs

not detected /
He obHapyXeHbl

E.coliin 1g /
E.coliBlr

not permitted /
He gonyckaercs

not detected /
He obHapyxXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaroreHHble MUKPOOPraHu3Mbl, B.T.u.
Salmonellas, 8 10 r

not permitted /
He A0oNyCKarTCs

not detected /
He 06HapyXeHbi
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&

Quality and Safety Certificate / Ceptucdukar kauecrsa n 6esonacHocTu

27.06.2022
DD.MM.YYYY/4ucno,mecau, roa

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

81757758

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPLITblE NAESHOYHOW
060N04YKON, Maccoin 729 Mr n Kancynbl Maccoi 746 mr

BATCH / CEPUA Production date: / flata usrotosneHuns: 02.2022 /mecsau, roa

2118C60105 Expiry date: / Cpok rogHocTu: 02.2024 /mecsu, roa

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

than 25°C/

32.500 Packs / ynakoBok XpaHuTb B CYXOM, HEJOCTYNHOM ANA AeTel MecTe npu TemnepaTtype He Bbiwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10CFU/g /
Mnecenun (BKNloYan Apoxoku), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHAJIMTUYMECKUE AAHHBIE KANCYJbl TPEBOBAHMA PE3YNIbLTATDHI

Description / Onucauue

Appearance /

Oval clear natural capsules
containing a red suspension /

BHewHuit Bua OBanbHble NpPo3payHble Kancynbl meets the requirements /
€CTEeCTBEHHOro LBeTa, COOTBETCTBYET Tpe6oBaHUAM
coAepXalune CyCrneH3uo KpacHoro
ugera

Physical tests /
UcnbiTanue duanuecknx cBOUCTs

Mean weight /
CpeaHsa macca

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

739 mg/ 739 mr

531 mg/ 531 mr

Individual weight /
NHausuayanbHaa Macca

+ 7.5%, acc. to Ph. Eur. / meets the requirements /
+ 7.5%, B cooTB. ¢ Esp.®apm. cooTBeTcTBYeT TpeboBaHWAM

Composition / Cocras
One capsule at least contains the following:

OpaHa Kancyna coaepXuTt Kak MMHUMYM cneaytollee:

yucny)

e o TR Homar 2w
JL'IL:(E?er;H 9-10 mg/ mMr 9mg /9 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
::?nt;e:))xﬁlcnenm (COOTBETCTBYET KMCNOTHOMY | He 6onee yem 4,0 Mr KOH/r 0,0 mr KOH/r

Peroxide number /
MNepekucHoe ynucno

not more than 10.0 meq Oz/kg / 3 meq/kg /
He 6onee 10,0 O2 MIKkB/Kr 3 M3kB/Kr
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

27.06.2022
DD.MM.YYYY/Uuncno,mecsau, rog

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE

81757758
FEMIBION® 2/ ®PEMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPbITbIE MASCHOYHON
060104KOMi, Maccon 729 Mr n Kancynbl Maccom 746 mr

BATCH / CEPUA Production date: / laTa nsrotosnexnus: 02.2022 /mecsu, roa

2118C60105 Expiry date: / Cpok rogHoCT|: 02.2024 /mecau, roa

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

than 25C/

32.500 Packs/ ynakoBok XpaHnTb B CyXOM, HEAOCTYNHOM A41a AeTen MecTe Npy TeMnepaTtype He Bblwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
TokcuuHble 3N1eMEeHTbt Mr / kr, He 6onee Mr / kr

. 0.0/0,0
Lead / Cammew not more than 1.0 / He 6onee 1,0 /
Cadmium/ Kagmuit not more than 0.2 / He 6onee 0,2 0.0/0,0
. 0.0/0,0
Arsenic/ Mbiubsik not more than 1.0 / He 6onee 1,0 /
Mercury/ PTyTb not more than 0.3/ He Gonee 0,3 0.0/0,0
s mg / kg , not more than
Pesticides/ Mr / Kr, He Gonee :1I_9//K|:_9
NMecTnunab!
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/0,0
CyMMa M30MepoB reKCaxnopumMKNorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/ 0,0
AnxnopandeHunTpUxnopaTan U ero He 6onee 0,1
MeTabonutbl
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ AnapuH MeHblue unn pasHo 0,002
Heptachlor/ FenTaxnop less than or equal to 0.002 / 0.001 / 0,001
MeHbwe uwnu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHbl (B nepecyeTe Ha Xup) a5
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
MonuxnopupoBaHHbie 6udeHnnsbl He Gonee 3.0 ' !
- P Bq / kg, not more than
Radioactivity/ ’ Bq / kg
Bk / kr, He 6onee uem
PaanoaKTUBHOCTb / wr, Bk / kr
Cesium-137 / Ue3un-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHumin-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 / CepTtudpmkar kauecresa n 6esonacHoCTH

27.06.2022
DD.MM.YYYY/Uucno,Mecau, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHWUE

FEMIBION® 2/ ®PEMUBHUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NNEHOYHON
060n04KON, Maccon 729 Mr u Kancynbl Maccon 746 mr

Production date: / Aara usrotosnenus: 02.2022 /mecsu, roa

Expiry date: / Cpok rogHocTu: 02.2024 /mecsu, roa

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

XpaHuTb B CYXOM, HEAOCTYNMHOM ANA AeTeil MecTe Npu TeMnepaType He Boiwe 25C

Russia/ Poccus

BATCH / CEPUA
2118C60105
BATCH SIZE /OBbEM NAPTUU

32.500 Packs/ ynakoBok

Microbiological indices/
Mukpobuonornueckune nokasarenu

QMAFANM cfu/g /
KMAGAHM KOE/r

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

<10 cfulg/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnbl kMwe4Hon nanoukn 8 0,1 r

not permitted /
He gonyckKatTes

not detected /
He o6HapyXeHbl

E.coliin 1g /
E.coliBlr

not permitted /
He Aonyckaertcs

not detected /
He obHapyxeHa

. . . not detected /
Pathogenic microorganisms,

t itted
Salmonellas inclusive in 10 g / not permitted /

MaToreHHble MUKPOOPraHU3Msl, B.T.4. He 06HapyxeHb!

Salmonellas, B 10 r

HE AO0NYCKaKTCA

S.aureus, in1,0g/ not permitted / not detected /

He obHapyXeHa

S.aureus 8 1,0r He AonyCcKaeTcs

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

not more than 100 cfu/g /

< 10 cfu/g/
’Qe ﬁonqe l(fO KOE/r

< 10 KOE/r

—

Date of release / lata Bbinycka

27 Juni 2022

DD.MM.YYYY / Yiucno, mecsu, rog

Mag. DI Thomas Unteregger
Release office / otaena pa3speuleHun

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)
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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

Statement of Conformity

Batch Number:
2118C60105

Importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

23 FEB 2022 FEB 2024

Lot Quantity: Unit of Measure:
32,500.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037303337

Bulk batches consumed in the reported Batch Code:

Batch No: 0009943139, 7 Manufacturing Date:24.02.2022
Batch No: 0009943135,

Manufacturing Date:23.02.2022
Manufacturing Site:
P&G Health Austria GmbH & Co. OG
Hosslgasse 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

Hosslgasse 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) / QA expert for  23.06.2022
food supplements

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 23.06.2022

PeG

Package Size:
28

Package Type:

blisters
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