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Highly Restricted

Quality and Safety Certificate / CepTudmkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81781704
Russia/ Poccun

BATCH / CEPUA
4285C60100

BATCH SIZE /OBbEM NAPTUN
24.480 Packs / ynakoBok

Production date: / flata uarotosneHus:
Expiry date: / Cpok roaHocTu:

05.11.2024

DD.MM.YYYY/Yucno,mecsu, roa

DESIGNATION/ HAMUMEHOBAHMUE
FEMIBION® 1 / ®EMUBUOH® 1

917 mg film coated tablets / TabneTkun, NoKpbITble NNEHOUYHONU 06010UKON
Maccou 917 mr

09.2024 / mecsil, roa
09.2026 /mecau, roa

XpaHuTb B CYXOM HEAOCTYNHOM ANS AeTeil MecTe NPy KOMHATHOM
TemnepaType He Bbliue 25'C

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

P121216!'ANALYTICAL DATA TABLETS
AHANUTUYECKUE AAHHDBIE TABNETKIW

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3VJIbTATbBI

Description / OnucaHue

Appearance / BHewHwit BuA

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

OBaneHble, ABOAKOBLINYK/IbIE
Tabnetky, NOKPLITbIE NNEHOYHOI
060n04KO, OT 6enoro A0 NouTH
6enoro userta

meets the requirements /

COOTBETCTBYET Tpe

60BaHNAM

Physical tests /
UcnbiTaHue duanuecknx cBoORCTs

Mean weight / CpeaHss mMacca

917.0mg +4 %
917.0Mr+£4 %

926.2 mg / 926,2

Mr

Individual weight / UHauBnayanbHaa macca

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

meets the requirements /

COOTBETCTBYET Tpe

60BaHNAM

Composition / CocTas

Konuuecrteax:

One film coated tablet at least contains the following vitamins and trace element:
Oaxa Tabnetka, NoxKpbLITas NNEHOYHON 060NOUKON, COAEPXUT CNEAYIOIIME BUTAMUHDBI U SNEMEHTbI B CNELOBbIX B

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

weighed in /

Butamun C (AckopbuHoBasi kucnora) 55mg/ mr B npeaenax Maccbl
(B dbopMe kanbuus ackopbarta)
Nicotinamide / HukotnHamug 12mg/ mr weighed in /

B npegenax Macchl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B popme di-anba-Tokodepona
auerara)

4.8mg/ 4,8 mr

weighed in /
B npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /
NaHToTEHOBasA KUCNoTa (8 popMe Kanbumna
naHToTeHarta)

6 mg/ mr

weighed in /
8 Npeaenax Macchbl

Vitamin B2 (riboflavin) /
Butammu B2(pnbocnasuH)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride)/

Butamux B6 (nupuaokcuH) (8 ¢opme
NYPUAOKCUHA TMapoXnopuaa)

1.9mg/1,9wmr

weighed in /
B Npeaenax Macchbl
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Highly Restricted

&

Quality and Safety Certificate / Ceptudunkar kauecresa n 6esonacHocTu

CAT. NO. / KAT. N2
81781704
Russia/ Poccuna

BATCH / CEPUA
4285C60100

BATCH SIZE /OBbEM NAPTUN
24.480 Packs / ynakoBok

Production date: / laTta nsrotosneHus:
Expiry date: / Cpok roaHocTu:

05.11.2024

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

DESIGNATION/ HAUMEHOBAHMUE
FEMIBION® 1 / ®EMWUBUOH® 1

917 mg film coated tablets / TabneTku, NOKPbITbiIE NNEHOYHON 060NOUKON
Maccon 917 mr

09.2024 / mecsu, roa
09.2026 /mecsu, roa

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

XpaHWUTb B CYXOM HEAOCTYNHOM ANs AeTel Mecte NPU KOMHaTHOM
TeMnepaType He sbiwe 25C

Vitamin B1 (thiamine) / Butamud B1 (Tnamun)

o folic acid / ¢ponuesasn kucnota

o | -methylfolate / L-meTuncdonar

(as Calcium salt L-methyifolate ) /

(B ¢popme conu kanbumsa L-metundonar)

(as thiamine nitrate) / (8 dopme TMammHa 1.4 mg/ wr weighed in /
HWTpaTa) B Npeaenax Macchbi
Folate / donar 400 Mg / MKr

e 200 ug / mkr

e 208 pg / mkr (equal to 200
ug folic acid) / (coorBercrByer
200 Mxr ¢ponnesoi KNCNOTHI)

weighed in /
8 npeaenax Macchbl

Butamut B12 (umaHokobanamuH)

Iodine (as potassium iodide) / weighed in /
Wog (B dpopme kanus nogunaa) 150 g / mxr B npeaenax Macchl
Biotin / 6uoTuH 40 ug / MKr sl Y/

B Npeaenax Macchbl
Vitamin B12 (cyanocobalamin) / weighed in /

4.5 ug / 4,5 Mkr

B Npegenax Macchbl

Toxic elements/ mg / kg, not more than mg / kg
TOKCHUHBIE 3/1EMEHTDI Mr/ kr, He 6onee uem Mr / kr
Lead / Ceurew not more than 5.0 / He 6onee 5,0 0.0/ 0,0
Cadmium/ Kaamuii not more than 1.0 / He 6onee 1,0 0.0/0,0

Arsenic/ MbiwbAk

not more than 3.0 / He 6onee 3,0

<0.04/ < 0,04

Mercury/ PTyTb

not more than 1.0 / He 6onee 1,0

< 0.005/ < 0,005

Pesticides/
NecTnunas:

mq / kg, not more than

mr / kr, He 6onee uem

mgqg / kg
mr / kr

Sum of isomers of hexachlorocyclohexane/
CyMMa M30MepoB rekcaxnopunknorexcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AunxnopandeHnnTpuxnopatax u ero
MeTabonuTbl

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ Fentaxnop

not permitted (<0,002) / He

aonyckaiorcs (< 0,002)

< 0.001/ < 0,001
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Highly Restricted

&

Quality and Safety Certificate / Ceprudpukar kauecrsa n 6esonacHocTn

05.11.2024
DD.MM.YYYY/ucno,mecau, ron
CAT. NO. / KAT. N¢ DESIGNATION/ HAUMEHOBAHMUE
81781704 FEMIBION® 1 / DEMUBUOH® 1
Russia/ Poccusa 917 mg film coated tablets / TabneTkn, NoKpbITbie NNEHOYHOW 060NOYKON

maccoih 917 mr

BATCH / CEPUA Production date: / flata narotosneHus: 09.2024 / mecsau, roa
4285C60100 Expiry date: / Cpok roaHocTu: 09.2026 /mecsu, roa

BATCH SIZE /OBbEM NAPTUN Store in a dry place, not available for children, under the room temperature
24.480 Packs / ynakoBok not more than 25°C/
XpaHuTb B CyXOM HEAOCTYNHOM ANS AeTeil MecTe NpU KOMHATHOM
TemnepaType He Bbiwe 25'C

Microbiological indices/
Mukpobuonornueckue nokasarenu

QMAFARM cfu/g / not more than 5 x 10* cfu /g / <10CFU/g/
KMA®AHM KOE/r He Gonee 5 x 10* KOE / r <10KO3/r
Bacteria of colon bacillus groups in 0.1g / not detected / He

not permitted / He aonyckaloTca
baKTepun rpynnbl KMWeYHon nanouku 8 0,1 r OBHapyXeHb!

not detected / He 06HapyxeHa

E.coli in 1g / KnweyuHas nanouka B 1 r not permitted / He aonyckatoTcs

Pathogenic microorganisms,

Salmonellas inclusive in 10 g / not detected /

not permitted / He aonyckatTca

MaToreHHble MUKPOOPraHW3Mbl, B.T.u. He 06HapyXeHb
Salmonellas, 8 10 r
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu /g / <10CFU/g/

MneceHn (Bknyas apoxoxn), KOE/r He 6onee 100 KOE / r <10KO3/r

Date of release / [lara Bbinycka

§ 3. Nov. 2024 %\

DD.MM.YYYY / Yucno, mecsiuy, roa Release [oﬂ'ice / oTAaena pa3speweHns

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
Telefax +43 (0)4762 51 51-440 Page 3 of 3 Landesgericht Klagenfurt FN 168759a
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Statement of Conformity

Brand Name:

FEMIBION |

Product Description: Batch Number:
FEMIBION | 28CT RU 4285C60100

Importing Country: Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81781704 81781704

Date of Manufacturing: Expiration Date:

17 SEP 2024 SEP 2026

Lot Quantity: Unit of Measure:
24,480.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038742514

Bulk batches consumed in the reported Batch Code:
Batch No: 0065676560, Manufacturing Date:17.09.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
Ho6Rlgasse 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
HoRlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoRlgasse 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 04.11.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 04.11.2024

PeG

Package Size:
28

Package Type:

blisters

Page: 1 of 1




SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Statement of Conformity

Brand Name:

FEMIBION |

Product Description: Batch Number:
FEMIBION | 28CT RU 4289C60101

Importing Country: Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81781704 81781704

Date of Manufacturing: Expiration Date:

20 SEP 2024 SEP 2026

Lot Quantity: Unit of Measure:
24,816.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038743405

Bulk batches consumed in the reported Batch Code:

Batch No: 0065676569, Manufacturing Date:20.09.2024

Manufacturing Site:

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

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRIgasse 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 04.11.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 04.11.2024

PeG

Package Size:
28

Package Type:

blisters
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