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Quality and Safety Certificate / Ceptudmkar kauecrsa n 6esonacHocTu

20.12.2023
DD.MM.YYYY/Yucno,mecsu, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE

81757758

FEMIBION® 2/ ®PEMUBUOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NAEHOUYHON
060n104KON, Maccon 729 Mr v Kancynel Maccon 746 mr

BATCH / CEPUSA Production date: / flaTa narotosnexnus: 11.2023 /mecsiy, roa

3345C€60102 Expiry date: / Cpok rogHocTu: 11.2025 /mecsu, roa

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

31.608 Packs/ ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TemnepaTtype He soiwe 25C

ANALYTICAL DATA TABLETS/
AHANMUTUYECKWUE AAHHDIE TABJIETKA

REQUIREMENTS RESULTS
TPEBOBAHUA PE3YNbTATHI

Description / Onucanune

Appearance / BHewHui Bua

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

OsanbHbie, ABOAKOBbLINYKNbIE meets the requirements /
Tabnerkun, NoKpbITbie NNEHOYHON COOTBETCTBYET TpeboBaHNAM
obonoukon, ot 6enoro A0 No4UTU
6enoro usera

Physical tests
UcnbiTaHue dhuanuecKkux cCBOUCTB

Mean weight / Cpeansas macca

729.0 mg = 4 %/ 7290 Mr £ 4 % 732.1 mg/732,1 mr

Individual weight /
WHaMBUAYyanbLHas Mmacca

+ 5%, acc. to Ph. Eur. / meets the requirements /
+ 5%, B cooTB. C EBp. ®apm. COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

Konuuecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnertka, NOKpLITas NNEHOYHON 060N0HKOM, COAEPKUT Cneaylowmne BUTaMUHbI U SNEMEHTLI B CNeAO0BbIX

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

weighed in /

Butamun C (AckopbuHoBas kucnora) 35mg /55 Mr B Npeaenax Macchl
(B popme Kanbums ackopbaTta)
Nicotinamide / HukoTuramua 15mg/ 1S wmr weighed in /

B npeaenax Macchl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (8 dpopme dl-anba-Tokodepona
auerara)

weighed in /

4.8mg/4,8mr B NpeAenax Macchl

Pantothenic acid (as calcium pantothenate) /

weighed in /

Butamud B6 (nupuaokcuH) (B bopme
NUPUAOKCUHE TMAPOXA0pUAA)

MaHTOTEeHOBas kucnota (B popme Kanbums 6 mg/ 6 mMr

naHToTeHaTa) B Npeaenax Maccobl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / 1.9mg /1,9 Mr weighed in /

B npeaenax Maccol

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasuH)

weighed in /

14mg/1,4wmr
B npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (TuamuH) (B dopmMe TammHa
HuUTpaTa)

weighed in /

1.4mg/ 1,4 mr B npeAenax mMacchbl

Folate / ®onat
¢ folic acid / donuesan kucnota
o L-methylfolate / L-meTuncdonart
(as Calcium salt L-methylfolate ) /
(8 dpopme L-meTundonar Kanbuus)

400 ug / MKr
e 200 pg / Mkr
¢ 208 ug / Mkr (equal to weighed in / 8 npeaenax
200 ug folic acid) / Macebl
(coorBercreyer 200 MKr
cdhonueBoil KUCNOTbI)
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Quality and Safety Certificate / Ceptudpmkar kauecrsa n 6esonacHocTu

—20.12,2023
DD.MM.YYYY/Yucno,mecsau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITLIE NAAEHOYHON
060N04KON, MACCOW 729 MI K Karcynbl MAccoin 746 mr
BATCH / CEPUSR Production date: / aTta nsrotoenenus: 11.2023 /mecsau, roa
3345C60102 Expiry date: / Cpok roaHocTh: 11.2025 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25'C/
31.608 Packs/ ynakoBok XpaHUTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TeMnepaTtype He sbiwe 25C
Iodine (as potassium iodide) / weighed in /
Woa (B dopme Kanus noanaa) 150 pg / 150 mkr B Npeaenax Macchl
. weighed in /
Biotin / 6uoTUH 40 ug / 40 Mkr B Apenenax Maccu!
Vitamin B12 (cyanocobalamin) / weighed in /
ButamnH B12 (umaHokoGanamuH) 4.5 g / 4,5 Mkr B Npeaenax Maccbl

Toxic elements/

ToKCUUYHbLIE INEMEHTDI

mg / kg, not more than

Mr/ Kr, He 6onee yeMm mg / kg

Mr / kr

Lead / Ceuney

not more than 5.0 / He 6onee yem 5,0 0.1/0,1

Cadmium/ Kagmui

not more than 1.0 / He 6onee uem 1,0 0.1/0,1

Arsenic/ MbiwbsK

not more than 3.0 / He 6onee uem 3,0 0

Mercury/ PTyTb

not more than 1.0 / He 6onee uem 1,0 < 0.005/ < 0,005

Pesticides/
NecTuynabl

mg / kg, not more than mg / kg
Mmr / kr, He 6onee yem Mr / Kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MEpPOB reKCcaxnopuuknoreKkcaHa

not more than 0.1 /

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

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandernnTpuxnopaTtaH u ero
mMetabonuTel

not more than 0.2 /

< 0.005 / < 0,005
He 6onee 0,2

Aldrin/ Angpvn

not permitted (<0,002) /

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

Heptachlor/ rentaxnop

not permitted (<0,002) /

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

Microbiological indices/
Mukpobuonornyeckue nokasarenm

QMAFANM cfu/g / not more than 5 x 10* cfu/g / 10 CFU/g /
KMA®AHM KOE/r ne Gonee yem 5 x 10* KOE/r 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
baktepuu rpynnel KMwe4yHon nanouku 8 0,1 r He AONYyCKawTCA He 06HapyXeHbl
E.coliin 1g/ not permitted / not detected /
E.colislr He AonycKaeTcs He o6HapyXeHa
Pathogenic microorganisms,

Salmonellas inclusive in 10 g / not permitted / not detected /
NaToreHHble MUKPOOPraHU3Mbl, B.T.Y. He aomnycKaoTes He O6HapyXeHbl
Salmonellas, 8 10 r
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Quality and Safety Certificate / Ceptudukar kauecrasa u 6esonacHocTun

—20.12,2023
DD.MM.YYYY/Mucno,mecsau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHME
81757758
FEMIBION® 2/ ®EMUBNOH® 2
Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITbIE NIEHOYHOM
060104KOIN, MACCON 729 Mr 1 KancCynbl MACCOW 746 Mr

BATCH / CEPUA Production date: / JaTa narotoBneHus: 11.2023 /Mecsu, roa

3345C60102 Expiry date: / Cpok roaHocTu: 11.2025 /mecsau, roa

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

than 25'C/

31.608 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTelt MecTe Npu TeMnepaTtype He Boiwe 25C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / <10 CFU/g/
Mneceny (BkNouas Apoxxm), KOE/r He Gonee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHAJIMTUMECKUE AAHHbLIE KANCYJ bl TPEBOBAHUA PE3YJIbTATb!

Description / Onucanue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHWi Bug OBanbHble Npo3payHbIe Kancynbl meets the requirements /
eCcTecTBeHHOro useTa, cooTBeTcTBYeT TpeboBaHuaM
coaepxalumne CyCneHsunio KpacHoro
useTa

Physical tests /
UcnbitaHme puanveckux CBOKCTB

capsule mass: 708 - 783 mg /
Mean weight / macca kancynsl: 708 - 783 mr
CpeaHsin Macca filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

769 mg / 769 mr

532 mg / 532 wmr

Individual weight / .
WHavBMAYanbHas Macca + 7.5%, acc. to Ph. Eur. / meets the requirements /

+ 7.5%, B cOOTB. ¢ EBp.®apm. cooTBeTcTayeT TpeboBaHUAM

Composition / Coctas
One capsule at least contains the following:
OaHa Kancyna COAepXUT Kak MUHUMYM crieaytouiee:

Docosahexaenoic acid (DHA) / B 220 mg/ 220 mr
[okosarekcaeHoBas kucnota (ATK) 200-244 mg / Mr
Lutein
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) /
YUCNO OKUCNEHUS (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 mr KOH/r
uncny)
Peroxide number / not more than 10.0 meq Oz/kg / 4 mea/kg /
MepekncHoe 4ucno He 6onee 10,0 O MIKB/KF 4 MKB/KF
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Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHocTu

—20.12,2023
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHME
81757758
FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTtkn, NOKpbITbIE NNEHOHHON

060N0UKOIN, MACCON 729 Mr 1 Kancynbl MAccoin 746 mMr

BATCH / CEPUA Production date: / [laTta usrotosneHus: 11.2023 /mecsu, roa

3345C60102 Expiry date: / Cpok rogHOCTH: 11.2025 /mecsu, roa

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

than 25'C/

31.608 Packs/ ynakoBok XpaHuUTb B CYXOM, HEAQOCTYNHOM ANA AeTelh MecTe Npu TeMnepaTtype He Bblwe 25'C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3fleMEeHTbI Mr / kr, He 6onee Mr / kr

not more than 1.0 / He 6onee 1,0 0.0/0,0
Lead / CeuHey
. 0.0/0,0
Cadmium/ Kaamuii not more than 0.2 / He 6onee 0,2 /
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbsk
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
e mg / kg , not more than
Pesticides/ Mr / Kr, He 6onee mg// kg
MecTuuunpnbl Mr / xr
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/0,0
CyMMa M30MepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AuxnopandeHnnTpuxnopaTaH u ero He 6onee 0,1
meTabonuTol
less than or equal to 0.002 /
) 0.001/ 0,001
Aldrin/ AngpwH MeHbwe unu pasHo 0,002
I h | .
Heptachlor/ Frentaxnop SR GRS 0.001 / 0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AunokcuHbl (B nepecyeTe Ha Xup) AT )
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
MonnxnopupoBaHHblie 6udeHnnb He Gonee 3,0
- P Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / kr, He 6onee yem Bq / kg
PaavoaKTUBHOCTbL Bk / kr

Cesium-137 / Ue3nii-137

not more than 130 / He 6onee 130 10

Strontium-90 / CtpoHuMir-90

not more than 100 /He 6onee 100 | O
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Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N°
81757758

Russia/ Poccus

BATCH / CEPUA
3345C60102
BATCH SIZE /OBbEM NAPTUU

20.12.2023
DD.MM.YYYY/Hucno,mecsu, roa
DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ DEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITHIE NNEHOYHON
060n0uKOi, Maccoit 729 Mr n kancynbl Macco 746 mr

Production date: / Aata vw3rovosneHus: 11.2023 /mecsu, roa
Expiry date: / Cpok roaHocTu: 11.2025 /mecsiu, roa
Store in a dry place, not available for children, under the room temperature not more

than 25C/
31.608 Packs/ ynakoBok

XpaHuTb B CyXoM, HeAOCTYNHOM ANsi AeTEN MecTe NpU TeMmnepaTtype He Bbiwe 25C

Microbiological indices/
Mukpo6uonoruueckune nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<10 cfu/g/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnbl kMweyHoi nanouku B 0,1 r

not permitted /
He AoMyCcKalTCa

not detected /
He 06Hapy eHbl

E.coliin 1g/
E.colislr

not permitted /
He A0nyCcKaeTca

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
MaToreHHble MUKPOOPraHu3aMbl, B.T.4.
Salmonellas, 8 10 r

not permitted /

HE AONYCKaloTCA

not detected /

He o6HapyXeHbl

S.aureus,in1,0g/
S.aureusB 1,0r

not permitted /
He AomnycKaercs

not detected /
He obHapyXeHa

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

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

<10 cfu/g/
<10 KOE/r

Date of release / flara Bbinycka

U

(

DD.MM.YYYY / Yucno, mecsiy, roa

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