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HanmeHoBaHMe JIeKAPCTBEHHOT O
npemnapara
Jo3upoBKa/AKTHBHOCTH
JlekapcTBeHHasi fopma
Pa3mep/Tun ynakoBku

Homep cepun
(Hepac¢acoBaHHOI0 NMPOAYKTA)
Homep cepuu rorosoro
npenapara (I'ITl)

CrpaHa Ha3HAYCHHUSA

Ne perncTpannoHHOr0
YAOCTOBepeHHs/pa3pelieHns Ha
KJIHHAYeCKHe nccaenosanns’
JaTa npou3BoacTBa

JlaTa ucTreyeHus cCPoKa roAHOCTH
Jara Bpimycka

KoanyecTBo npou3BeaeHHbIX
YHAaKOBOK

ApXMBHBIII HOMep

IInomankn

OTKJI0OHEeHUs

BuyTrpennuii kox/Onucanue
Kon 3aka3unka

Kaacc

Homep 3aka3a Ha ynakoBKYy
Cepus BbINylIeHA HA PBIHOK

1/2

Ceprudukar Ha cepuro

BUT'AHTOIJI

0,5 mr/mit + 20 000 ME
PactBop/Cycnien3us
OJIAKOH TEMHOT'O CTEKIJIA, 10 MJI X 1

23FQ134

23FQ134
Poccuiickas denepanus

P NO011712/01
06.2023
06.2028
21.07.2023

367 190 mr.

1170/2023

IIpousBoacTBeHHas miaomanka / Ilmomanka KOHTpoJs KadecTBa /
Inomanka BeImycKa:

Lusomedicamenta Sociedade Técnica Farmacéutica, SA

Estrada Consiglieri Pedroso N°66, 69-B

Queluz de Baixo / 2730-055, Barcarena / Portugal

Perucrpanunonnsiit Homep npoussoacTsa: F021/004/2022

Howmepa ceptuduraroB GMP: F021/S1/MH/004/2022;
F021/S1/ME/003/2022

OTKJIOHEHHUS C NMOTEHIMAILHBIM BIMSHUEM Ha KaueCTBO U PEryJIATOPHOE
COOTBETCTBHE!

[ da

Her

9136012 — BUT'TAHTOJI, MACIJIO, 0,5 mr/mi (10 mi), PYC

81756576

I'Tl: P&G International

900000955990

Ha
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Reci Ph arm
Lusomedicamenta Sociedade Técnica Farmacéutica, SA Jata npousBocTBa: 06.2023
Estrada Consiglieri Pedroso, 66, 69-B CpOK rOJJHOCTH: 06.2028
Queluz de Baixo [Hata ananuza: 07.2023
2730-055, Barcarena
MOPTYT AJIUA
Ceprudukar anaamnsa
BUI'AHTOJI, MACJIO, 0,5 mr/ma (10 mur), POCCUSA
Cepus: 23FQ134

HcnbiTanus Hopmsl Pe3ysbTaThl
Omnucanue IIpo3pauHslii, OT CBETIO-KeATOro A0 cierka COOTBETCTBYET

JKENITOBATOTO I[BETA, BA3KUU PACTBOP.
L[BeTHOCTB Oxpacka pacTBOpa JOJDKHA BBIACpXKHBaTh COOTBETCTBYET

CpaBHEHHE C 3TATOHHBIM PacTBOpoM Y 3.
Kucnornoe gnciio He 6oiee 0,2 0,0
OrnocurenbHas motHocTh (20 °C)  0,940-0,950 0,947
[Tokazarens npenomnenus (20 °C)  1,440-1,452 1,449
HosmpoBka u  omgHOopomHoctb Macca 10 kamens: 0,2351 £15% (= 0,20- CootBercTByeT
JI03UPOBaHUS 0,27 r) macca onHoit karum + 10 % ot cpeaneit

MAacChl
[ommuHOCTh KONEKanbupepona Bpemena yICPKUBAHUS mukoB  COOTBETCTBYET
(BOXKX) KoJIeKallbIM(eposaa B UCIBITYEMbIX PacTBOpax

U B CTAaHIAPTHOM PacTBOPE OJDKHBI COBIAIATh.
Konnuectennoe ompenenenue  95-105 % 102 %

konexanpiudepoa (BOXKX)

Xumudeckass umcrtota (BOXX)
CyMMa u30MepoB
Xumudeckas umctota (BOXX)

Jroboii npyroli He ONHMCAHHBIA B

crenuQpuKaun MPOIYKT
Pa3IoXKeHus
Xumndeckass umcrora (BDIKX)

CyMMa HN30MEPOB U HE OIMMCAHHBIX

B  crnenuUKAMd  TPOIYKTOB
pazioxxeHus

Homep PETrUCTPALIMOHHOTO
YAOCTOBEpEHUS

IIpomsBoncteo ADC
Amnanurnueckas CCBhIIKA:

HopmatuBHasi fOKyMeHTaIus

He 6oiee 1,0 %

He 6oiee 1,0 %

He 6onee 2,0 %

P NO11712/01

DSM  Nutritional
®pannus
TINO011712/01-170123

Products France SAS,

<0,1 % (RT)

<0,1 % (RT)

<0,1 % (RT)

CooTBeTCTBYET

CooTBeTCTBYET

CooTBeTCTBYET

3aKIIl0YeHNE: COOTBETCTBYET CIIeHU(DUKAIUSIM.

Hacrosmum nmoarBep ka0, 94To naHHass HHGOpPMAIIUS SBISIETCS TOCTOBEPHOM U TOYHOM. [laHHas
cepus mpernapara Obuia Mpou3BeeHa, BKIIIOYas YITAKOBKY/MapKUPOBKY U KOHTPOJIh KauecTBa Ha
BBINIICYKA3aHHOW TUIONIAJKE, B TIIOJHOM COOTBETCTBUM ¢ TpeboBanusmMu GMP wmectHOTO
peryn;lTopHoro opraHa U B COOTBECTCTBHUU CO CHGI_[I/I(I)I/IKaI_[I/IHMI/I B peI‘I/ICTpaHI/IOHHOM
YIOCTOBEPEHUHN CTPaHBI-UMITOpPTEpa. [IpOTOKOIBI TPOU3BOCTBA, YIIAKOBKH W aHAIM30B CEPHH

ObUIM TIPOBEpPEHBI M MPHU3HAHbBI cOOTBETCTBYIOINUMU GMP.

/noonucarno/

Jeommnaa J>xynuo

VnoiHOMOYEeHHOE JIMIO

Ceptudukar moanmucaH 3JIEKTPOHHOW Mmoanuchio B Bepcuu SAP 740 21.07.2023 B
14:30:41
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Yl Foe Busingss

Name of product
Strength/Potency

Dosage form

Pack sizel/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 IU
Solution / Suspension
10ML AMBER GLASS BOTTLE X 1
23FQ134

23FQ134

Russian Fed.

P N011712/01
06.2023

06.2028

21.07.2023

367 190 PC

1770/2023

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: F021/S1/MH/004/2022;
F021/S1/ME/003/2022

Deviations with impact in quality and/or compliance:
O Yes
No

9136012 - VIGANTOL OIL 0,5mg/ml (10 ml) RUS
81756576

Prod Acabado P&G Int

900000955990

Yes
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA

Estrada Consiglieri Pedroso, 66, 69-B
Queluz de Baixo
2730-055 Barcarena

Expiry Date:
Analysis Date:

Manufacturing Date:

2/2

06.2023
06.2028
07.2023

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 23FQ134
Tests Specifications Results
Appearance Clear, slightly yellowish to light yellow, viscous Complies
solution.
Color Color of the solution should compare favorably with Complies
the reference solution Y3.
Acid Value Max 0,2 0,0
Relative density (20°C) 0,940 - 0,950 0,947
Refractive Index (20°C) 1,440 - 1,452 1,449
Dosage and uniformity of dosage Mass of 10 drops: 0.235g + 15% (= 0.20 - 0.27g) Complies
single mass + 10% from the average mass
Identification Cholecalciferol (HPLC) The retention time of the cholecalcipherol peaks in ~ Complies
samples and standard must agree.
Assay Cholecalciferol (HPLC) 95 % - 105 % 102 %

Chemical purity (HPLC) Sum of Isomers

Chemical purity (HPLC) Each other
unspecified degradation product

Chemical purity (HPLC) Sum of isomers and
unspecified degradation products

Marketing Authorisation Number
API Manufacture

Analytical Reference: Normative
Documentation

Max 1,0 %
Max 1,0 %

Max 2,0 %

P N0O11712/01
DSM Nutritional Products France SAS, France
P N011712/01 dated 17.01.2023

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

<0,1% (RT)
Complies

Complies
Complies

Conclusion: Complies with specifications.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the importing country.The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Deolinda Julio
Qualified Person

Certificate electronically signed in SAP release version 740 in 21.07.2023 14:30:41
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