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Lusomedicamenta Sociedade Técnica Farmacéutica, SA Jara npousBojcTBa: 06.2024
Estrada Consiglieri Pedroso, 66, 69-B CpOK rOJJHOCTH: 05.2029
Queluz de Baixo [Hata ananuza: 07.2024
2730-055, Barcarena
IMMOPTYT AJINA
Cepruduxar anaansa
BUI'AHTOJI, MACJIO, 0,5 mr/ma (10 muax), POCCHUA
Cepus: 24FQ081

HUcnbiTanus Hopmbl Pe3syabTaTsl
Ornucanue IIpo3paunsnid, BsA3kuii  pactBOop  cierka CoOOTBETCTBYET
L[BeTHOCTD JKEJITOBATOTO LBETA, UHTEHCUBHOCTh  COOTBETCTBYET

OKpallMBaHHs  pacTBOpa HE  MPEBBIIIACT

TakoBo# y PactBopa cpaBaenus Y3 Ep. @.
Kucnornoe gnciio He 6oiee 0,2 0,1
OrnocurenbHas motHocTh (20 °C)  0,940-0,950 0,947
IMoxkazatens npenomiuenus (20 °C)  1,440-1,452 1,450
JosupoBka u  oxHopomHocth Macca 10 kamens: 0,235t +15% (= 0,20- CootBercTBYeT
JI03UPOBaHUS 0,27 r) macca onHoit karum + 10 % ot cpeaneit

MAacChI
[ommuHOCTE KONEKanbnupepona Bpemena yICPKUBAHUS mukoB  COOTBETCTBYET
(BOXKX) KoJeKanbludeposia B UCHBITYEMBIX PacTBOpax

Y B CTAaHJAPTHOM PacTBOPE JAOJDKHBI COBIAAATh.
Kommuectennoe ompenenenne  95-105 % 100 %

konexanpiudepoa (BOXKX)

Xumudeckas umcrtota (BOXX)
CyMMa u30MepoB
Xumndeckass uncrora (BDIKX)

JIroboit nmpyroii He ONMCAHHBIN B

cnenuduKau HIPOAYKT
Pa3IoXKeHus
Xumndeckass uucrora (BDXKX)

CyMMa HN30MEPOB U HE OIMMMCAHHBIX

B  crenmuuUKanmud — TPOIYyKTOB
Pa3IIoKEHHUS

Homep PETrUCTPALIMOHHOTO
YAOCTOBEpEHUS

IIpomsBoncteo ADC
AHanutudeckas CChUIKA:

HOpMaTI/IBHaﬂ JAOKYMCHTAUA

He 6oiee 1,0 %

He 6onee 1,0 %

He 6onee 2,0 %

P NO11712/01

DSM  Nutritional
®pannus
TINO11712/01 - 170123

Products France SAS,

< 0,1 % (RT)

<0,1 % (RT)

<0,1 % (RT)

CooTBeTCTBYET

CooTBeTCTBYET

CooTBeTcTBYET

3aKiIroueHre: COOTBETCTBYET CIICIIU(UKAITUSM.

Hacrosmum noarsep:kiaio, 4To JaHHas HHGOpPMAaLUs SBISETCS JOCTOBEPHOM U TouHOH. JlaHHAas
cepus Ipenapara Obl1a MPOU3BeE/IeHa, BKIIOYAs YIIAKOBKY/MapKUPOBKY U KOHTPOJIb KauyecTBa Ha
BBIIIICYKA3aHHOM IUIONIA/IKe, B TIIOJIHOM COOTBETCTBUM ¢ TpeOoBaHusmMu GMP wmectHOro
pEryJasTOPHOIO OpraHa M B COOTBETCTBHUM CO cCHEUU(UKAIUAMH B PErHCTPALUOHHOM
YAOCTOBEPEHUU CTPaHbI-UMIIOpTEpa. 1IpOTOKOIBI IPOU3BOACTBA, YIIAKOBKH U AaHAIU30B CEPUU

OBLTH TTPOBEPEHBI U IPU3HAHBI COOTBETCTBYIOMUME GMP.

/noonucano/

Amna ®unmumna Pamoc

VYnoiHOMOYEeHHOE JIMIO

CeprudukaTt noinucan 3JIeKTpOHHOW moxanuckio B Bepcuu SAP 740 22.07.2024 B
18:09:50
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good For business
Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date: 06.2024
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 05.2029
Queluz de Baixo Analysis Date: 07.2024

2730-055 Barcarena

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 24FQ081
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 1,450
Dosage and uniformity of dosage Mass of 10 drops: 0.235g + 15% (= 0.20 - Complies
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 % 100 %
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 PN011712/01 Complies
APl 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 certif?[ that the above information is authentic and accurate. This batch of product has been manufactured, includin

ackaging/labeling and quallt{ 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,
nackaaina and analvsis 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 22.07.2024 18:09:50
Qualified Person
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