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Lusomedicamenta Sociedade Técnica Farmacéutica, SA Jlata npoM3BOACTBA: 10.2024
Estrada Consiglieri Pedroso, 66, 69-B CpoK rojHoCTH: 09.2029
Queluz de Baixo Jara ananuza: 11.2024
2730-055 Barcarena
TIOPT VYT AJINSA
Ceprudukar anaamnsa
BUI'AHTOJI, MACJIO, 0,5 mr/ma (10 mur), POCCHUSA
Cepusn: 24JQ13701

HcenbiTanusa Hopmbl Pe3yabTaTsl
Ornucanue IIpo3paunsiii, oT cnerka xentoBaTtoro a0 CoOTBETCTBYyeT

CBETJIO-XKENTOrO  IBETa, BS3KHHA  PacTBOP.
IIBeTHOCTH Oxkpacka pacTBOpa JOJDKHA BbIAepkuBaTh COOTBETCTBYET

CpaBHEHHE C 3TATOHHBIM PacTBOpoM Y3
Kucnoraoe uncio He 6omee 0,2 0,1
OtHocutenbHas miotHocTh (20 °C) Ot 0,940 mo 0,950 0,947
[Noxazarens nmpenomienus (20 °C) Ot 1,440 mo 1,452 1,449
HMosupoBka ®  oxmHopomHOocTh Macca 10 kanens: 0,235 1+ 15 % (0,20-0,27 1) CootBercTByET
JO3UPOBaHU A Kaxmasa enuandHasg macca xamwm + 10 % ot

CcpeaHel Macchl Kariu
IMomnmuuHOCTh KONEKanbludepona Bpemena yICpKUBAHHUS nukoB  COOTBETCTBYyET
(BOXKX) KoJieKasblueposia B UCTIBITYEMBIX PacTBOPax

U B CTAHJAPTHOM PacTBOPE TOJDKHBI COBIAIATh.
KonuuectenHoe ompenenenue  95-105 % 103 %

kosekanbiudepona (BOXX)
Xumudeckas unctota (BOXKX)
Cymma u30MepoB

Xumpdeckas unctota (BOXKX)
JIro6oit nmpyroii He ONMCAHHEBIA B
crenuQuKam MPOIYKT
Ppa3JIoKEeHUs

Xumnueckass uymucrora (B3XX)

CyMMa M30MepOB M HE OMHMCAHHBIX

B crmeluduUKanud  TPOIYKTOB
pa3noxeHus

Howmep PEruCTpalMOHHOTO
YAOCTOBEPEHUS

[Ipoussoncteo ADC
Anamutrdeckas CChIIKa:

HOpMaTI/IBHaFI JAOKYMCHTAIMA

He 6omee 1,0 %

He 6omee 1,0 %

He 6o5ee 2,0 %

P N011712/01

DSM Nutritional Products France

OpaHuus
ITNO011712/01 - 170123

SAS,

<0,1% (RT)

<0,1% (RT)

<0,1% (RT)

CooTBeTCTBYET

CooTBeTCTBYET

CooTBeTCTBYET

3aKJII04YeHNe: COOTBETCTBYET CHEIU(PUKALIUSIM.

Hacrosimum noarsepikaao, 4To AaHHas MH(GOpMAIUs sBJISETCS IOCTOBEpHOU U TOUYHOM. [laHHas
cepus mpernapara Obula MPOU3BECHA, BKIIIOYAs YIIaKOBKY/MapKHUPOBKY U KOHTPOJIb KayecTBa Ha
BBIIIICYKA3aHHOM TIJIOLIaJIKe, B IIOJIHOM COOTBETCTBUU ¢ TpeboBanusmu GMP mectHOrO
PEeryJISITOPHOTO OpraHa H B COOTBETCTBUU CO CHEHU(PHUKALUSIMU B PETUCTPALMOHHOM
YAOCTOBEPEHUU CTpaHbI-UMIIOpPTEpPA. 1IpOTOKOIBI IPOU3BOACTBA, YIIAKOBKH U aHAJIU30B CEPUU

OBLIIM MPOBEPEHBI U MTPU3HAHBI COOTBETCTBYOIKUMU GMP.

/noonucano/

Amna dummna Pamoc

VYTOJIHOMOYEHHOE JIUIIO

CeprudukaT moANMCaH 3JIEKTPOHHON moanuchio B Bepcun SAP 740 25.11.2024 B
17:59:18
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA Manufacturing Date: 10.2024
Estrada Consiglieri Pedroso, 66, 69-8 Expiry Date: 09.2029
Queluz de Baixo Analysis Date: 11.2024

2730-055 Barcarena

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/m! (10 ml) RUS
Batch: 24JQ13701
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 0,947
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 % 103 %

Chemical purity (HPLC) Sum of Isomers Max 1,0 % <0,1%(RT)
Chemical purity (HPL.C) Each other Max 1,0 % <0,1%(RT)
unspecified degradation product

Chemical purity (HPLC) Sum of isomers and  Max 2,0 % <0,1%(RT)

unspecified degradation products

Marketing Authorisation Number P NO11712/01 Complies
AP| Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Reference: Normative P N011712/01 dated 17.01.2023 Complies

Documentation

Conclusion: Complies with specifications.

! hereby cerify 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
Authorily 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.
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Ana Filipa Ramos

Certificate electronically signed in SAP release version 740 in 25.11.2024 17:59:18
Qualified Person



