Highly Restricted

&

Quality and Safety Certificate / CepTucpumkar kauecresa n 6esonacHocTun

09.12.2024
DD.MM.YYYY/Yucno,mecau, rog
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE
81781705
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHON
060n04KOI, Maccon 729 Mr u Kancynbo Maccon 746 mr

BATCH / CEPUA Production date: / flaTa u3rotoBneHua: 10.2024 /mecau, roa,
4327C60117 Expiry date: / Cpok roaHOCTU: 10.2026 /Mecsu, roa,
BATCH SIZE /OBbEM NAPTUN Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.272 Packs/ ynakoBok XpaHuTb B CYXOM, HeZOCTYNHOM U151 AeTen MecTe npw TeMnepaType He Bolwe 25C
ANALYTICAL DATA TABLETS/ REQUIREMENTS RESULTS
AHAJIMTUMECKUE AAHHDLIE TABNTETKWU TPEGOBAHUA PE3Y/IbTATbI

Description / Onucanue

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

Appearance / BHewHu Bua OBanbHble, ABOAKOBLINYKNbIE meets the requirements /
TabneTtkn, NOKPbITbIE NAEHOUYHON COOTBETCTBYET TPe6OBaHNAM
o6onoukoi, ot 6enoro A0 NOHTH
6enoro usera

Physical tests /
UcnbiTaHue dpusnuecknx cBOKCTB

Mean weight / CpeaHss macca 729.0 mg + 4 %/ 7290 Mr £ 4 % 719.7 mg / 719,7 mr
Individual weight / + 5%, acc. to Ph. Eur. / meets the requirements /
WuamsuayanbHas Macca + 5%, B co0TB. C EBp. ®apwm. COOTBETCTBYET TpeboBaHNAM

Composition / Cocras

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

OaHa TabneTka, NOKPbLITaA NNEHOYHOW 060N0UKON, COAEPXUT CNeayowne BUTAMUHbI U SNEMEHTbI B CNeA0BbIX
KonuuecrTeax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHosas KMCNoOTa) 35 mg /55 mr B Npeaenax Maccol
(8 dopme kanbumsa ackopbara)

Nicotinamide / HukoTtuHamua 15mg/ 15 mr weighed in /

B npeaenax Macchbl

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

weighed in /
232::2; E (8 dopme dl-anbda-Tokodepona 48mg/4,8wmr B Npefenax Macchl
Pantothenic acid (as calcium pantothenate) / weighed in /
NaHToTEeHOBasn kucnoTa (B popMe Kanbums 6mg/6mMr B nge enax Macch!
NaHToOTeHaTa) pea

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) / weighed in /

Butamud B6 (nupunaokcun) (8 popme 1.9mg /1,9 mr B Npeaenax Macchl
NUPUAOKCUHA rmapoxnopuaa)

Vitamin B2 (riboflavin) / weighed in /
ButamMuH B2(pubodnasun) 1.4mg/1,4mr B npeaenax Macchol
Vitamin B1 (thiamine) (as thiamine nitrate) / weighed in /
ButamuH Bl (Twamun) (8 dopMe TMaMuHa 14mg/ 1,4 mr B nge,qenax MacChl
HUTpaTa)
Folate / ®onat 400 pg / MKZFOO /

« folic acid / ponnesas kucnoTa ° Hg / MKP ) )

- - e 208 ug / MKr (equal to weighed in / B npeaenax
¢ L-methylfolate / L-metundonar 200 g folic acid) / Macchl

(as Calcium salt L-methylfolate ) /

2
(8 dopme L-meTundonat kanbuus) (coorsercrayer 200 mir

donneBon KNCROTbI)

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 / CepTudpmnkar kauecrsa n 6e3onacHoCcTHn

CAT. NO. / KAT. N?
81781705

Highly Restricted

&

09.12.2024

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA

4327C60117

BATCH SIZE /OBbEM NAPTUK
than 25C/

31.272 Packs/ ynakoBok

Production date: / [laTa n3rotoBneHus:
Expiry date: / Cpok roaHoCTH:
Store in a dry place, not available for children, under the room temperature not more

DD.MM.YYYY/Yucno,mecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NAEHOUYHON
060n0uKol, Maccon 729 Mr n Kancynbl Maccom 746 mr

10.2024 /mecsu, rog,
10.2026 /mecsu, roa

XpaHUTb B CYXOM, HEAOCTYMNHOM AfiSl AeTel MecTe nNpu TemnepaTtype He Bbie 25C

ButamMunn B12 (unaHokobanamun)

4.5 ug / 4,5 mkr

Iodine (as potassium iodide) / weighed in /

Woa (B dopme kanus noanaa) T UL B Npeaenax Macchl
. weighed in /

Biotin / 6uoTuH 40 ug / 40 Mkr B NPEAEnax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax MaccCobl

mg / kg, not more than

Toxic elements/

Toxic elements OO T mg / kg
TOKCUYHbIE 3NEeMEHTb) Mr/ kr
Lead / CeuHey not more than 5.0 / He 6onee yeM 5,0 0.1/ 0,1
Cadmium/ Kaamuii not more than 1.0 / He 6onee uem 1,0 0.2/ 0,2
Arsenic/ Mblwbsk not more than 3.0 / He 6onee yem 3,0 0/0

Mercury/ PtyTb

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

Pesticides/
NecTuuuaby

mg / kg, not more than
Mr / kr, He 60onee YeM

mg / kg
Mr / Kr

Sum of isomers of hexachlorocyclohexane /
CyMMa 130MepoB rekcaxnopumknorekcaHa

not more than 0.1 /
He 6onee 0,1

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopaneHNTPUXNIOP3TaH U ero
MeTabonuTbl

not more than 0.2 /
He 6onee 0,2

Aldrin/ AnapuH

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

Heptachlor/ Fentaxnop

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

Microbiological indices/
Mukpo6uonoruueckue 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 /
BakTepun rpynnbl KueyHon nanodyku B 0,1 r

not permitted /
He [OMyCKaKTCs

not detected /
He 06HapyXeHbl

E.coliin 1g/
EcoliBlr

not permitted /
He AonycKaeTcs

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
MNaToreHHble MUKPOOPraHM3Mbl, B.T. M.

not permitted /
He AoNyCKarTCA

not detected /
He 06HapyXeHbl

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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< 0.005 / < 0,005

< 0.005/ < 0,005

< 0.005/ < 0,005

< 0.001 / < 0,001

< 0.001 / < 0,001




Highly Restricted

&

Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocTu

.09.12.2024
DD.MM.YYYY/Mucno,mecau, roa

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

81781705

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHOM

060/104KON, Maccoi 729 Mr 1 Kancynol Maccon 746 Mr

BATCH / CEPMSA Production date: / lata narotosneHnus: 10.2024 /mecsay, rog,

4327C60117 Expiry date: / Cpok roaHocTU: 10.2026 /Mecsau, roa

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

31.272 Packs/ ynakosok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTel MecTe nNpu TemnepaTtype He sblile 25C

Salmonellas, 8 10 r

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / <10CFU/g/
NneceHun (BKJ'IK)‘-IaH ApO)K)KM), KOE/r He 6onee 100 KOE/I’ < 10 KOE/F
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYHECKUE AAHHDBIE KAMNCYNb! TPEBOBAHMA PE3YNbTATHI

Description / OnucaHue

Appearance /
BHewHW BUA

Oval clear natural capsules
containing a red suspension /
OsanbHble Npo3payHblie Kancynbl
eCcTecTBeHHOro useta,
coaepxalume CyCneH3unio KpacHoro
useTa

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTaHue pusnuecknx ceoincrs

Mean weight /
CpeaHsas Macca

capsule mass: 708 - 783 mg /
macca kancynel: 708 - 783 mMr
filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

779 mg / 779 mr

532 mg /532 mr

Individual weight /
WHanenayanbHan macca

+ 7.5%, acc. to Ph. Eur./
+ 7.5%, 8 cooTB. ¢ EBp.®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna coaepXuT Kak MUHUMYM chnegyiolyee:

Docosahexaenoic acid (DHA) /
[oko3zarekcaeHoBas kucnota (ArK)

200-244 mg / mr

220 mg / 220 mr

Lutein
NoTenH

9-10 mg/ mr

I9mg /9 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneHnsa (CoOTBETCTBYET KUCNOTHOMY He 6onee ueM 4,0 mr KOH/r 0,0 mr KOH/r
ueny)

Peroxide number / not more than 10.0 meq O2/kg / 3 mea/kg /
MepekuncHoe uncno He 6onee 10,0 02 MIKB/KI 3 M3KB/Kr

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

www.pg.com
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Highly Restricted

&

Quality and Safety Certificate / CepTtudpmkar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N¢
81781705

_09.12.2024
DD.MM.YYYY/Uucno,mecauy, roa

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®GEMUBUOH® 2

Russia/ Poccun

BATCH / CEPMUA

4327C60117

BATCH SIZE /OBbEM NAPTUU
than 25'C/

31.272 Packs / ynakoBok

Production date: / laTa nsrotoenenus:
Expiry date: / Cpok rogHocT:
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, NOKPbITbIE NAEHOUHON
060Nn04KOIi, Maccon 729 Mr 1 Kancynbl Maccoi 746 mr

10.2024 /mecsy, roa
10.2026 /mecsu, roag

XpaHuUTb B CYXOM, HEAOCTYNHOM ANS AeTeil MecTe Npu TeMnepaType He Bbiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHBIE 3NIEMEHTbI Mr / kr, He 6onee Mr / kr
h . , 0.0/0,0
Lead / Cauen not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
el T not more than 0.2 / He 6onee 0,2 /
; not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbllwbsak
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
.. mg / kg , not more than
Pesticides/ el mg// kg
Mecrnunabl Mr/ kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepOoB rekcaxiopumkKiorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/ 0,0
AnxnopandeHnnTpuxnopataH u ero He 6onee 0,1
MeTaboNnTbI
less than or equal to 0.002 /
. 0.001/ 0,001
Aldrin/ Anapun MeHbiue unu pasHo 0,002
| th | to 0.002
Heptachlor/ Frentaxnop ess than or equat to / 0.001/ 0,001
MeHbwe nnu paesHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHel (8 NnepecyeTe Ha Xup) )
Polychloric bephenyl / not more than 3.0 / 0.0/0,0
MonuxnopuposaHHbie GudeHunbt He Gonee 3,0
. .. Bq / kg, not more than
Radioactivity/
Radioactivit Bk / kr, He 6onee ueMm Bq / kg
PagnoaKTMBHOCTb Bk / Kkr
Cesium-137 / Ue3nin-137 not more than 130 / He 6onee 130 < 10

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau * Austria
Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440

www.pg.com
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Highly Restricted

&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N?
81781705

Russia/ Poccus

BATCH / CEPUA
4327C60117
BATCH SIZE /OBbEM NAPTUU

31.272 Packs/ ynakoBok

09.12.2024
DD.MM.YYYY/ucno,mecsau, roa
DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NAEHOUHOW
060104KON, Maccoit 729 Mr 1 Kancynel Maccon 746 mr

Production date: / [lata usrotoesnexus: 10.2024 /mecsau, roa

Expiry date: / Cpok roaHocTu: 10.2026 /Mecsu, rog

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

XpaHuTb B CyxXOM, HEAOCTYNHOM AN AeTel MecTe nNpu TemnepaType He Bbiwe 25C

| Strontium-90 / CTpoHuuit-90 | not more than 100 /He 6onee 100 | O }
Microbiological indices/
Mukpo6uonoruueckue 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 /
BakTepuu rpynnsl KMWweYHoi nanoyku B 0,1 r | He Aonyckatotcs He O6HapyXeHbl
E.coliin 1g/ not permitted / not detected /
Ecoliglr He ponyckaercs He o6HapyxeHa

Pathogenic microorganisms,

Salmonellas, 8 10 r

Salmonellas inclusive in 10 g/
NaToreHHble MUKPOOPraHU3Mbl, B.T.u.

not detected /
not permitted /

He ObHapyXeHbl
He A0oNyCKaloTCA

S.aureus, in 1,09/
S.aureuss1,0r

not permitted / not detected /

He aonycKaercs He oGHapyxeHa

Yeast, Moulds cfu/g /
Mnecenun, Apoxoku, KOE/r

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

Date of release / flaTa Bbinycka

1 0. Dez. 2024

98 U

DD.MM.YYYY / Yucno, mecsu, roa '\Rgﬁ‘.ase office / oTaRna pa3spelueHnn

P&G Health Austria GmbH & Co. OG
Hésslgasse 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
www.pg.com

Sitz der Gesellschaft: Spittal an der Drau
Page 5 of 5 Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




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:
4327C60117

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:

25 OCT 2024 OCT 2026

Lot Quantity: Unit of Measure:

31,272.00 IT

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 40038812269

Bulk batches consumed in the reported Batch Code:
Batch No: 0065733999, Manufacturing Date:25.10.2024

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 06.12.2024
personnel

This document was signed electronically and is valid without signature.

Printed by: DP7072 Print Date: 06.12.2024 Page: 1 of 1
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