Quality and Safety Certificate /

PeG

highly restricted

CepTudukar kavecrsa n 6esonacHocTn

CAT. NO. / KAT. N°
81781704
Russia/ Poccuna

16.04.2025
DD.MM.YYYY/Sucno,Mecau, roa

DESIGNATION/ HAUMEHOBAHMUE
FEMIBION® 1 / ®EMUBUOH® 1
917 mg film coated tablets / TabneTku, NOKpbITbIE NACHOUHON

060noukoin Maccoi 917 mr

BATCH / CEPUA
5091C60103

BATCH SIZE /OBbEM MAPTUN
24.624 packs/ynakosok

Production date: / flata nsrotosneHus:
Expiry date: / Cpox roaHocTu:

03.2025/mecsu,ron
03.2027/mecsu,roa

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

XpaHUTL B CYXOM HEAOCTYNHOM AN AeTel MeCcTe Npu KOMHaTHOW
TemMnepartype He sbiwe 25C

P121216!!ANALYTICAL DATA TABLETS
AHANMUTUYECKWUE OAHHDBIE TABNETKW

RESULTS
PE3VJIBTATBI

REQUIREMENTS
TPEBOBAHUR

Description / OnucaHue

Appearance / BHetwHni ua

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

OBanbHble, ABOAKOBLINYKNbIE
TabneTkun, NOKpbITbie NAEHOYHON
060104KON, OT 6en10ro 40 NOYTH
6enoro useta

meets the requirements /
cooTeeTCcTBYEeT TpebosaHUaM

Physical tests /
UcnbiTaHue du3nvecKnx CBONCTB

Mean weight / CpeaHsa macca

917.0mg + 4 %

917.0 Mr 4 % 932.8 mg/ 932,8 mr

Individual weight / NHaMBMayansHas Macca

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

meets the requirements /
COOTBETCTBYET TpeboBaHUAaM

Composition / CocTas

KonuyecrBax:

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnetka, NOKPbLITas NAEHOUYHON 060NOHKON, COAEPKUT CReayowmne BUTaMUHbl U INEeMEeHTbI B CNeA0BbIX B

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHoBas Kucnorta) 55 mg / mr B npeaenax Maccbl
(B dhopMe kanbums ackopbara)

Nicotinamide / HukotuHamup, 12 mg/ mr weighed in /

B Npeaenax Maccobl

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

weighed in /

4.8mg/4,8wmr B Npeaenax Maccb

Pantothenic acid (as calcium pantothenate) /

ButamuH B2(pnbodnasuH)

weighed in /
NaHTOTEeHOBaA kncnota (8 popMe Kanbuus 6 mg / mr
naHTOTEHaTa) B npeaenax Macchbl
Vitamin B2 (riboflavin) / 1.4 mg/ 1,4 Mr weighed in /

B npeaenax Maccobl
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CepTudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81781704
Russia/ Poccus

16.04.2025
DD.MM.YYYY/UYucno,mecau, roa

DESIGNATION/ HAUMEHOBAHME
FEMIBION® 1 / ®EMUBWUOH® 1
917 mg film coated tablets / TabneTkn, NOKpLITbIE NAEHOYHOMK

obonoukon Maccon 917 mr

BATCH / CEPUA
5091C60103

BATCH SIZE /OBbEM NAPTUU
24.624 packs/ynakosok

Production date: / lata usrotosneHuns:
Expiry date: / Cpok rogHocTW:

03.2025/mecsu,roa
03.2027/mecsiu,ron

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

XpaHuTb B CYXOM HEAOCTYNHOM ANA AeTel MECTe NPU KOMHATHOW
Temnepartype He sbiwe 25C

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride)/

ButamuH B6 (nupuaokcuH) (B hopme
NMPUACKCHHA rmapoxnopuaa)

weighed in /

1.9 mg/ 1,9 mr 8 Npeaenax Macchbi

Vitamin B1 (thiamine) / ButamuH B1 (TnamuH)
(as thiamine nitrate) / (8 dopme TMamuHa
HuTparTa)

weighed in /

1.4 mg / mr B npeaenax mMaccobl

Folate / donart
¢ folic acid / ¢ponuesas kucnoTta
o L-methylfolate / L-MeTundonar
(as Calcium salt L-methylfolate ) /
(B dopme conun kanbuua L-meTnndonar)

400 Mg / MKr
e 200 pg / Mkr
e 208 ug / mkr (equal to 200
ug folic acid) / (coorBercrBYyeT
200 MKr ¢donueBon KUCNOTbI)

weighed in /
B Npeaenax Macchl

ButamMnH B12 (umarHokobanaMuH)

Iodine (as potassium iodide) / weighed in /

Noa (B ¢popmMe kanust noauaa) UL B Npeaenax Macchl
. weighed in /

Biotin / 6uoTuH 40 pug / MKr B Npenenax Maccs!

Vitamin B12 (cyanocobalamin) / weighed in /

4.5 ug /4,5 mkr B Npeaenax Macchl

Toxic elements/ mg / kg, not more than mg / kg
TokcUuHbIE 3NEMEHTDI Mr/ kr, He 6onee yem Mr / kr
han 5.0
Lead / Caurey not more than / He 6onee 5,0 0.0/ 0,0
1.
Cadmium/ Kaamwit not more than 1.0 / He 6onee 1,0 0.0/ 0,0

Arsenic/ Mblwbak

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/
NecTnumnabl

m kg, not more than ma / kg
Mr / kr, He 6onee ueMm Mr / xr

Sum of isomers of hexachlorocyclohexane/
CyMMa M30MEepoB rekcaxnopuuksiorekcaHa

not more than 0.1 /

< 0.005/ < 0,005
He 6onee 0,1 /
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Quality and Safety Certificate /

highly restricted ‘ &G

CepTudukar kauectsa u 6e3onacHoOCTH

16.04.2025
DD.MM.YYYY/Yucno,mecsu, rog

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE
81781704 FEMIBION® 1/ ®EMUBUOH® 1
Russia/ Poccusn 917 mg film coated tablets / TabneTku, NOKpPbLITbIE NAEHOUHON

060n0uKkon Maccoih 917 mr

BATCH / CEPUSA Production date: / laTta usrotosneHus: 03.2025/mecsu,ron
5091C60103 Expiry date: / Cpok roaHocTu: 03.2027/mecsu,roa

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

24.624 packs/ynakosok not more than 25 C/
XpaHWTb 8 CYXOM HEAOCTYNHOM ANA AeTen MECTE NpPU KOMHaTHOW
TEMNepaType He Bbiwe 25C

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHunTpuxnopataH u ero
MeTabonutsbl

not more than 0.1 /

< 0.005/ < 0,005
He 6onee 0,1 /

Aldrin/ AnppuH

not permitted (<0,002) /

< 0.001/ < 0,001
He aonyckaercs (< 0,002) /

Heptachlor/ lentaxnop

not permitted (<0,002) / He

< 0.001/ < 0,001
ponyckaTca (< 0,002) /

Microbiological indices/
Mukpo6uonoruyeckue noxkasarenu

BakTepuu rpynnst KUwWeyHoW nanoukv 8 0,1 r

QMAFANM cfu/g / not more than 5 x 10* cfu /g / <10CFU/g/
KMA®AHM KOE/r He 6onee 5 x 10°KOE / r <10KO3/r
Bacteria of colon bacillus groups in 0.1g / not detected / He

not permitted / He aonyckatoTca
obHapyXeHbl

E.coliin 1g / KnweyvHas nanouka 8 1 r

not detected / He o6HapyxeHa
not permitted / He aonyckaloTtca

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaTorenHble MUKPOOPraHU3Mbl, B.T.Y.
Salmonellas, 8 10 r

not detected /

not permitted / He aonyckatotca
He o6HapyXeHbl

Moulds (incl.Yeasts) cfu/g /
Nnecexun (skniovas apoxxun), KOE/r

not more than 100 cfu / g / <10CFU/g/ 0G - 9]
He Gonee 100 KOE / r <10K03/r 4P

Date of release / [laTa sbinycka

16. April 2025

LK

DD.MM.YYYY / Yucno, mecsiy, roa Release office / o*ruena/paspeluenuu
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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 5091C60103

Importing Country: Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81781704 81781704

Date of Manufacturing: Expiration Date:
25 MAR 2025 MAR 2027

Lot Quantity: Unit of Measure:
24,624.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 50004057335

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRBlgasse 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:

I 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:

bulk batch consumed in this finished product batch:
0128317203
Serialization check of crypto code under responsibilty of Dr. Reddy's.

Usage Decision Code:

ACC - Accept

Approved By: Date Approved:
Dr. Barbara Unterlerchner (DN4521) / Qualified 16.04.2025
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 16.04.2025

PeG

Package Size:
28

Package Type:

blisters
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