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

Queluz de Baixo
2730-055, Barcarena
IIOPTYT AJINA
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CpOK TOAHOCTH:
[Hata ananuza:

Ceprudukar anaamnsa

I[aTa MMpOU3BOJACTBA:

02.2025
01.2028
03.2025

BUI'AHTOJI, kamuiu nJis npueMa BHYTpPb, [Macasinbie], 0,5 mr/ma (10 mur), POCCHUA

Cepus: 25BQ070

HcnbiTanus Hopmsl Pe3ysbTaThl
Ornucanue IIpo3paunsiii, oT cierka xenroBatoro 10 CoOTBETCTBYET
CBETJIO-KEJITOrO LIBETA, BA3KUI pacTBOpP.
L[BeTHOCTB Oxpacka pacTBOpa JOJDKHA BBIACpXKHBaTh COOTBETCTBYET
CpaBHEHHE C 3TAIOHHBIM PacTBOPOM Y 3.
Kucnornoe gnciio He 6oiee 0,2 0,1
OrnocurenbHas motHocTh (20 °C)  0,940-0,950 0,946
[Tokazarens npenomnenus (20 °C)  1,440-1,452 1,450
HosmpoBka u  omgHOopomHoctb Macca 10 kamens: 0,2351 £15% (= 0,20- CootBercTByeT
JI03UPOBaHUS 0,27 r) macca onHoit karum + 10 % ot cpeaneit
MAacChl
[ommuHOCTE KONEKanbnupepona Bpemena yAEpKUBAHU nukoB  COOTBETCTBYET
(BOXKX) KoJIeKallbIM(eposaa B UCIBITYEMbIX PacTBOpax
U B CTAaHIAPTHOM PacTBOPE OJDKHBI COBIAIATh.
Konnuectennoe ompenenenue  95-105 % 101 %

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
Amnanurnyeckas CCBhIIKA:

HopmatuBHas noxymeHTanus

He 6oiee 1,0 %

He 6oiee 1,0 %

He 6onee 2,0 %

TINO011712/01

DSM  Nutritional Products France SAS,
®pannus

HNOH712/01 o+ 18:0924

IINO11712/01-170123, M3m. Nel ot 18.09.2024
(Ccpinka Ha HoMep HJ[ ckoppekTupoBaHa
«IOAIINCDH ymnoNMHOMOYEHHOrO JdHL@A» OT
05.05.2025

<0,10 % (RT)

<0,10 % (RT)

<0,10 % (RT)

CooTBeTCTBYET

CooTBeTCTBYET

CooTBeTCTBYET

3aKiIroueHre: COOTBETCTBYET CIICIIM(UKAITUSM.

HacrosimuMm noareep:xao, 4To JaHHas HHGOpPMAaLUs SBISETCS JOCTOBEPHOM U TouHOH. JlaHHAas
cepus Ipenapara Obl1a MPOU3BeEIeHA, BKIIOYAs YIIAKOBKY/MapKUPOBKY U KOHTPOJIb KauyecTBa Ha
BBIIIICYKA3aHHOM IUIOMIA/IKe, B TIIOJIHOM COOTBETCTBMM ¢ TpeOoBaHusmMu GMP wmectHOro
pEryJasTOPHOIO OpraHa M B COOTBETCTBHM CO cCHEUU(UKAIUSAMH B PErHCTPALUOHHOM
YAOCTOBEPEHUN CTPaHbI-UMIIOpTEpPa. 1IpOTOKOIBI IPOU3BOACTBA, YIIAKOBKH U aHAIU30B CEPUU

OBLTH TTPOBEPEHBI M IPU3HAHBI COOTBETCTBYIOMUME GMP.

/noonucano/

Amna ®unmumna Pamoc

VYnoiHOMOYEeHHOE JIMIO

Amna ®umna Pamoc 05.05.2025

CeprudukaTt moinucan 3JIeKTpOHHOW moxanuckio B Bepcuu SAP 740 24.03.2025 B
14:41:58
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA Manufacturing Date: 02.2025
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 01.2028
Queluz de Baixo Analysis Date: 03.2025
2730-055 Barcarena
PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 25BQ070
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 0,1
Relative density (20°C) 0,940 - 0,950 0,946
Refractive Index (20°C) 1,440 - 1,452 1,450
Dosage and uniformity of dosage Mass of 10 drops: 0.235g + 15% (= 0.20 - 0.27g)  Complies
single mass + 10% from the average mass
ldentification 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 % <0,10% RT
Chemical purity (HPLC) Each other Max 1,0 % <0,10% RT
unspecified degradation product
Chemical purity (HPLC) Sum of isomers and  Max 2,0 % <0,10% RT
unspecified degradation products
Marketing Authorisation Number P NO11712/01 Complies
API Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Reference: Normative Complies

Documentation

{ daled 18. 09.7%02¢

~trNO11712/01-dated-18.08:2024—— | :
P N01¥12/01- 0123, hud. Uo
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| 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.

Ana Filipa Ramos
Qualified Person
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Certificate electronically signed in SAP release version 740 in 24.03.2025 14:41:58
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