OTRHYHO A% DusHECA

ReciPharm

JNysomeauxamenta Coceenane Texnuka Qapmaceyruka, CA Jlara npousBojcTBa: 08.2022
Ocrpana Koucunsepu INenposy, 69-B Cpok rogHocTH: 08.2027
Kenyur-ne-Baiiry Jara aHanusza: 09.2022
2730-055, bapkapeHna

[TIOPTYT"AJIMA

Cep’rmbmg’aT aHA/IH3A
BHUI'AHTOJI, MACJIAAHBIU, 0,5 mr/ma (10 ma), PYC
Cepus: 22HQ050

111

ITokazarenan Crneunduranun PesyabTaTsl

Onucanune IlpospayHblé, BA3KMH pacTBOp, cierka sxenrosaToro COOTBETCTBYET
1[BETa, OKpalled He DOojlee MHTEHCHBHO, YEM DACTBOP
cpasHeHHA Y3 Esp. ©.

KucnorHoe uucno He 6onee 0,2 0,0
OtrocurensHas WI0THOCTE (20 °C) 0,940 - 0,950 0,948
[Moxasarens npenoMaeuus (20 °C) 1,440 - 1,452 1,449
Jo3upoBKa i OJHOPOIHOCTh Macca 10 kanens: 0,235+ 15 % (= 0,20 - 0,27 1) CootsercrByer
J03HpOBaHHKsA envuu4Hasn maceca = 10 % oT cpenneii Maccel
[lopnuuHoOCTs KONekansundepona  BpemeHa yaepxuBaHM# IIMKOE Konekanbuudepoaa B CooTBeTcTBYET
(BOXX) HCTIBITYEMOM H B CTaHAAPTHOM DAcTBOPAX HOJDKHBI

COBIAATE.
KoauuecTBenHoe onpenenenie 95 % -105 % 104 %
xosiexaibiupepona (BAXX)
Xumudeckas uncrora (BIXKX) He 6onee 1,0 % <0,1 % (BY)
CyMmma H30MepoB
Xumuueckas urcrora (BOXKX) He 6oiee 1,0 % <0,1 % (BY)

JIrobo# npyroi He ONHUCAHHBIH B

crieuH(pUKALIH TPOLYKT

paznoskeHus

Xumugeckas ynctora (BOXKX) He 6onee 2,0 % <0,1 % (BY)
CymMMa H30MEpOB U HE OMUCAHHBIX B

crienuUKALEN IPOIYKTOB

Pa3NOKEHHUS
Obmee uncno a3pobHEIX He 6onee 10> KOE/mn <1 KOE/ma
MHKPOOPraHH3MOB

Ob11ee YHCI0 APOMIKEBBIX He 6onee 102 KOE/Mn <1 KOE/mn

H ILIECHEBEIX IPpHOOB

Escherichia coli OTtcyTeTBYROT B 1 M CooTBercTByeT
Homep perucrpaioHHoro [INO011712/01 CootsetcTByeT
YAOCTOBEPEHHS

[Mpoussoncreo ADC JACM Hytpumnn Iponakre ®panc CAC, @pannus  CooTBETCTBYET
AHaIMTHYECKAs CChUIKA: ITNO11712/01 - 190318 runoc Msmenenne Nel k HI; CooTreTcTBYyeT
HopMaTHBHas JOKYMEHTAIHS Hsmenenue No2 x H]T; M3menenue Ne 3 x HJT

3aKIIF04eHHE: COOTBETCTRYET crieluduKanuam /TIOANMUCAHO/

Ana Oununa Pamyin Cepruukar MOANKCAH 3MTEKTPOHHOM MOANMCHEIO B cucTeMe SAP,

Bepcus Boiycka 740, B 18:29:05 29.09.2022

YIIONHOMOYEHHOE JTHLIO



HauMeHoBaHHe JTeKAPCTBEHHOIO
mpenapara

Jo3upoBka/AKTHBHOCTE
JlexapcTBeHHas opma
Pazmep/Tun ynakoBku

Homep cepuu (HepacdacoBaHHOIO
MPOAYKTA)

Homep cepuu I'TI

Crpana Ha3HaYeHHS

Nt PY/Per. Ne kauH. uchaen.
HdaTta npoussoacTea

Cpok rojHocTH

JaTa BeInmycka

Kom4ecTBO NPOH3BEIeHHBIX
YHAKOBOK

ApXxuBHBIH HOMep

unowaaxku

OTKJIOHEHHS

BuyTtpenuuii xoa/Onucanue
Kop 3aka3uuxa

Knace

Homep 3aKka3a Ha ynaKoBKy

Cepuﬂ BbIIIYIIEHA HA PBIHOK

. 1/1
ReciPharm

OTAMYHO Ans Ou3neca

Ceprudukar Ha cepuIo

BUI'AHTOJ

0,5 MI/MJI + 20000 ME

Karuu

OJIAKOH TEMHOI'O CTEKIJIA, 10 MIT X |
22HQ050

22HQO050

Poccuiickas @epeparnys
PNO11712/01

08.2022

08.2027

29.09.2022

481 680 .

1835/2022

IpoussoacTeennas naomanka / Ilnomwanka KouTpoas KavecTsa /
Ilnomanxa Beinycka:

JlyzomenuxamenTa Cocsenane Texuuka ®@apmaceytuxa, CA
Owrpaga Koncunsepu [Meaposy Ne 66, 69 — B

Kenym-ne-Baitury 2730-055 Bapkapena / [TopTyranus

Homep npoussoacTeenHoi numensun: F021/001/2020

Homepa cepTuukaToB COOTBETCTBHS MPOU3BOMUTENS TPeGOBAHUAM
Hannexameit mpoussozncreenHol npaktuku: FO21/S1/MH/001/2020;
F021/S1/ME/001/2020

OTxJI0HeHMA C MOTEeHUMAIbHBIM BIHSHHEM Ha KAYECTBO H COOTBETCTRHE:
O Ja
Hert

9136012 - BATAHTOJI, MACJISIHBIH, 0,5 mr/ma (10 M), PYC
81756576
I'TT: TTu oup Mxwu MHTEpHAIIHT

900000951596
Ha

Hacrosmum moarsepxaato, 4To JaHHas uH(OpPMAHA ABJSETCA NOCTOBEPHOM H TOMHON. [laHHAA cepus Mpenapata Gbina NMPOH3BENEHA,

3

BKMIOYAsA YNAKOBKY/MAPKUPOBKY M KOHTPOJb KAYECTBA HA BHIIEYKA3AHHOH ILIOMIAIKE, B TIONHOM COOTBETCTRMM ¢ TpeGoBaHmamu GMP
MECTHOTO PETYATOPHOTO OPraHa M B COOTBETCTBMH CO CTCLM(HKALMAMH B PETHCTPALMOHHOM YIOCTOBEPEHHH CTPAHbI-HMIIOPTepa,
TIpoTOKOIILI IPOM3BOACTRA, YNIAKOBKH H AHANM30B CEPHH ObUIH IPOBEPEHB! U [IPU3HAHBI COOTBETCTRYIOMMME GMP,

/monmucano/

Ana Qununa Pamym

YIONTHOMOYEHHOE JTHLIO

Ceprudukar noamucan 3neKTPOHHOH MOAMHCHIO B cHcTeme SAP, Bepcus
BeITycKka 740, B 18:29:05 29.09.2022

Jlysomemikamenra Cocsenane Texuuka ®apmaceytuka, CA
Dcrpana Koncuisepu ITeaposy, 69-B - Kenyur-ne-bafimy - 2730-055 Bapkapena - TIOPTYT AJIUS



Reci?};_rm

Name of product
Strength/Potency

Dosage form

Pack size/type

Batch number (bulk)

Batch Number FP

Country of destination
Marketing/Clin Trial Aut.N°®
Date of manufacture
Expiry date

Date of Release

Number of packages produced
Archive number

Sites

Deviations

internal Code/Description
Customer code

Class

Packaging order number
Batch released for market

Batch Certificate

VIGANTOL
0,5MG/ML + 20000 U
Solution / Suspension
10ML AMBER GLASS BOTTLE X 1
22HQO050

22HQ050

Russian Fed.
PN011712/01

08.2022

08.2027

29.09.2022

481 680 PC

1835/2022

Manufacturing site / Control site / Release site:
Lusomedicamenta Sociedade Técnica Farmacéutica, SA
Estrada Consiglieri Pedroso N°66,69-B

Queluz de Baixo 2730-055 Barcarena Portugal
Manufacturing Authorisation Number: F021/004/2022
GMP Certificate Numbers: FO21/S1/MH/004/2022;
F021/S1/ME/003/2022

172

Deviations with potencial impact in quality and compliance:

Bl Yes

1 No

8136012 - VIGANTOL OIL 0,5mg/ml (10 ml) RUS
81756576

Prod Acabado P&G int

800000951596

Yes




Reciph; rm

g te- pusings

Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date:
Estrada Consiglieri Pedroso, 66, 69-B

Queluz de Baixo
2730-055 Barcarena

Expiry Date:
Analysis Date:

2/2

08.2022
08.2027
08.2022

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml {10 mi) RUS
Batch: 22HQ050
Tests Specifications Results
Description Clear, slightly yellowish, viscous solution, not more  Complies
interise in color than Ph. EUR color reference
sclution Y3.
Acid Value Max 0,2 0,0
Relative density (20°C) 0,840 - 0,950 0,948
Refractive Index {20°C) 1,440 - 1,452 1,449
Dosage and uniformity of dosage Mass of 10 drops: 0.235g =+ 15% (= 0.20 - Complies
0.27g) single mass &+ 10% from the average mass
ldentificstion Cholecalciferol (HFLC) The retention time of the cholecalcipherol peaks in Complies
samples and standard mus! agree.
95 % - 105 % 104 %

Assay Cholecalciferol (HPLC)

Chemical purity (HPLC) Sum of |somers
Chemical purity (MPLC) Each other
unspecified degradation product
Chemical purity (HPLC) Sum of isomers
and unspecified degradation producis
Total aerobic microblal count

Tolal yeast and mold count

Escherichia cali

Marketing Authortsztion Number

APl Manufacture

Analytical Reference: Normative
Documentation

Max 1,0 %
Max 1,0 %

Max 2,0 %

Max 1E+ 02 CFU/ml

Max 1E+ 01 CFU/mi

Absent it 1 mil.

PNOT1T12/01

DEM Nutritional Products France SAS, France

P NO11712/01 - 190318 plus Variation N*1 to ND;

_ Varation N°2 to ND: Variation N°3 fo ND

< 0,1%(RT}
< 0,1%(RT)

< 0,1%(RT)

< 1 CFU/mi
< 1 CFU/mi
Complies
Complies
Complles
Complies

Conciusicn: Complies wilh specifications.

| hereby cemlgj that the sbove Information is authentic and accurafe. This batch of product has _been manufactured, inciudin
n control at the above mentioned site(s) in full compiiance with the GMP requ

ackagingfiabeling and qualit

i

irements of the loca

ulatory Authcrity and mrh the specifications In the Marketing Authorization of the importing couniry.The batch processing
nackaaing and anaivais records were raviewed and found to be in compliance with GMP,

Ana Filipa Ramos
Qualified Person

Certificate electronically sigred in SAP release version 740 in 29.09.2022 18:23:05



