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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

BUTAHTOJI

0,5 mr/mit + 20 000 ME

PactBop/Cycnien3us

OJIAKOH TEMHOT'O CTEKIJIA, 10 MJI X 1
23L.Q022

23LQ022
Poccuiickas denepanus

PNO11712/01

12.2023 (14.12.2023) Procter & Gamble
12.2028 DZ- ALTFELD
31.01.2024 09 despas 2024

479 240 . TTOJIVUEHUE TOBAPA (noamucs)
3699/2023 Maiika ®okc

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

900000958496

Ha
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Reci Ph arm
Lusomedicamenta Sociedade Técnica Farmacéutica, SA [ara npousBojcTBa: 12.2023
Estrada Consiglieri Pedroso, 66, 69-B CpOK rOJJHOCTH: 12.2028
Queluz de Baixo [Hata ananuza: 01.2024
2730-055, Barcarena
IMMOPTYT AJINA
Cepruduxkar ananusza
BUI'AHTOJI, MACIJIO, 0,5 mr/ma (10 mur), POCCHUA
Cepus: 23L.Q022

HcnbiTanus Hopmsl Pe3ysbTaThl
Onucanue IIpo3paunslif, Bs3kuii  pactBop  cinerka CoOOTBETCTBYET
L{BeTHOCTD JKEITOBATOTO LBETA, uHTEeHCUBHOCTE  COOTBETCTBYET

OKpalllMBaHUSI  pacTBOpa HE  IIPEBHIIIACT

TakoBO# y PactBopa cpaBaenus Y3 Ep. @.
Kucnornoe gnciio He 6oiee 0,2 0,0
OrtnocurenbHas motHocTh (20 °C)  0,940-0,950 0,947
[Tokazarens npenomnenus (20 °C)  1,440-1,452 1,449
HosmpoBka u  omgHOopomHocth Macca 10 kamens: 0,235t £15% (= 0,20—- 0,236
JI03UPOBaHUS 0,27 r) macca onHoit karum + 10 % ot cpeaneit

Macchl
[MoamuaHoCTs KONMeKansimpeposna Bpemena yIep )KUBaHMS nukoB  CoOTBETCTBYET
(BOXKX) KoJIeKallbIM(eposaa B UCIBITYEMbIX PacTBOpax

Y B CTAaHJapTHOM PacTBOPE JAOJDKHBI COBIANATD.
Konnuectennoe ompenenenue  95-105 % 101 %

konexanpiudepoa (BOXKX)

Xumraeckass gmucrora (BOXX) He 6omnee 1,0 % <0,1 % (RT)
CyMMa u30MepoB
Xumraeckass gmucrora (BOXX) He 6omnee 1,0 % <0,1 % (RT)

Jroboii npyroli He ONHMCAHHBIA B

cneuuduKamn MPOIYKT
Ppa3ioKeHus
Xumuueckas uucrota (BIXKX) He 6omnee 2,0 % <0,1 % (RT)

CyMMa HN30MEPOB U HE OIMMCAHHBIX

B  crnenuUKAMd  TPOIYKTOB

pa3ioKeHus

Howmep peructpanmonHoro P NO11712/01 CooTBeTCTBYET

YAOCTOBEpEHUS

IIpomsBoncteo ADC DSM  Nutritional Products France SAS, CoorBercTByeT
®pannus

AHanuTHYecKas cceutka:  TINO11712/01 - 170123 CooTBeTCTBYET

HopmatuBHasi fOKyMeHTaIus

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
BBIIIICYKA3aHHOW TUIONIAJKE, B TIOJHOM COOTBETCTBHMH ¢ TpeboBanusmMu GMP mecTtHOTO
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/

Ana @wmna Pamoc Ceptudukar moanmucaH 3JIEKTPOHHOW moanuckio B Bepcuu SAP 740 31.01.2024 B
15:38:50

VnoiHOMOYEeHHOE JIMIO
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I good 1o business

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 i
Class

Packaging order number

Batch released for market

Batch Certificate

VIGANTOL

0,5MG/ML + 20000 IU

Solution / Suspension

10ML AMBER GLASS BOTTLE X 1
23LQ022

23LQ022

Russian Fed.

PNO11712/01

12.2023 /4 A2.23 Procter & Gamble
12.2028 DZ - ALTFELD

479 240 PC -
3699/2023 WAREN l”;‘%;f;NG
Manufacturing site / Control site / Release site:M ichecg
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:
K Yes
O  No

9136012 - VIGANTOL OIL 0,5mg/ml (10 mi) RUS
81756576 S e
Prod Acabado P&G Int

900000958496

Yes
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date: 12.2023
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 12.2028
Queluz de Baixo Analysis Date: 01.2024

2730-055 Barcarena

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 23LQ022
Tests Specifications Resuits
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 - 0,236g
0.27g) 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 % 101 %
Chemical purity (HPLC) Sum of Isomers Max 1,0 % < 0,1% (RT)
Chemical purity (HPLC) Each other Max 1,0 % <0,1% (RT)
unspecified degradation product
Chemical purity (HPLC) Sum of isomers Max 2,0 % < 0,1% (RT)
and unspecified degradation products
Marketing Authorisation Number P NO11712/01 Complies
APl Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Reference: Normative P N0O11712/01 dated 17.01.2023 Complies

Documentation

_ Conclusion: Complies with specifications.

| hereby certif?{ that the above information is authentic and accurate, This batch of product has been manufactured, includin
Eackaglng/labe ing and qualitk/ control at the above mentioned site(s) in full compliance with the GMP requirements of the loca
egulatory Authority and with the specifications in the Marketing Authorization of the importing country.The batch processing,
nackaaing and analvsis records were review ed and found to be in compliance with GMP.

,/ﬂuq @Lra zwo;

Ana Filipa Ramos

Certificate electronically signed in SAP release version 740 in 31.01.2024 15:38:50
Qualified Person
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