ReciPharm

Lusomedicamenta Sociedade Técnica Farmacéutica, SA JlaTa mpou3BoICTBA: 06.2025
Estrada Consiglieri Pedroso, 66, 69-B CpOK rOJHOCTH: 05.2028
Queluz de Baixo [Hata ananuza: 06.2025
2730-055 Barcarena
MOPTYT AJIUA
Ceprudukar anaamnsa
BUI'AHTOJI, MACJIO, 0,5 mr/ma (10 mur), POCCHUSA
Cepus: 25FQ043

HcnbiTanus Hopmbi Pe3yabTaTsl
Onucanue IIpo3paunsiii, oT cierka xenroBatoro 10 CoOTBETCTBYET

CBETJIO-XKENTOr0  IIBETa, BSA3KUHA  PacTBOP.
I[BeTHOCTB Oxpacka pacTBOpa JODKHA BbAepkuBaTh COOTBETCTBYET

CpaBHEHHE C 3TAITOHHBIM PacTBOPOM Y3
Kucnornoe gnciio He 6oiee 0,2 0,1
OrnocurenbHas motHocTh (20 °C) Ot 0,940 1o 0,950 0,946
[Tokazarens npenomiuenus (20 °C) Ot 1,440 no 1,452 1,450
HosmpoBka u  omgHOpomHocTh Macca 10 kamens: 0,235 T+ 15 % (0,20-0,27 1) CooTBETCTBYET
JIO3UPOBAHUS M Kaknas eIuHudHas Macca kamm = 10 % ot

cpenHel Macchl Kariu
[omnmuHOCTE KONEKanbnupepona Bpemena yICPKUBAHUS mukoB  COOTBETCTBYET
(BOXKX) KoJIeKaJbIM(epoaa B HCIBITYEMbIX PacTBOpax

U B CTAaHIAPTHOM PacTBOPE OJDKHBI COBIAIATh.
Konuuectennoe omnpenenenue  95-105 % 103 %
konexanbuudepona (BOXKX)
Xumraeckas gmucrora (B3XX) He 6omnee 1,0 % <0,1 % (RT)
CyMMa u30MepoB
Xumraeckas gmucrora (B3XX) He 6omnee 1,0 % <0,1 % (RT)
JIroboii npyrol He ONHMCAHHBIA B
cnenuuKaun MIPOAYKT
Pa3IIOKEHHS
Xumuueckas uucrota (BIXKX) He 6omnee 2,0 % <0,1 % (RT)

CyMMa HN30MEPOB U HC OIMMCAHHBIX

B  cneluUKAnud  TPOIYKTOB
pazioxxeHus

Howmep PEeruCTpaliOHHOTO
YAOCTOBEPEHUS

IIpomszBoncTteo ADC
AnHanmutndeckas CCBIIKA:

HopmatuBHas foKyMeHTaus

P NO11712/01

Fermenta Biotech Limited, India, Uagnus
TINO011712/01 — 170123 u3m. 1 ot 18.09.2024

CooTBeTcTBYET

CooTBeTCTBYET
CooTBeTCTBYET

3aKIII0YeHNE: COOTBETCTBYET CIIeHU(DUKAIUSIM.

Hacrosmum nmoaTBep ka0, 4To naHHast HHGOpPMAIIUs SBISIETCS TOCTOBEPHOM U TOYHOU. [laHHas
cepus Tpernapara Obuia Mpou3BeeHa, BKIIOYAs YITAKOBKY/MapKUPOBKY U KOHTPOJIh KauyecTBa Ha
BBINIICYKA3aHHOW TUIOMIAJKE, B TIOJHOM COOTBETCTBHUH ¢ 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 TPOU3BOJCTBA, YIIAKOBKH W aHAIM30B CEPHH

ObUIM TIPOBEpPEHBI M MPHU3HAHBI cOOTBETCTBYIOINMU GMP.

/noonucarno/

Amna dummmna Pamoc

VHOJIHOMOYEHHOE JIUIIO

Ceptudukar moanucaH 3JEKTPOHHOW MOANMHCHI0 B Bepcuu SAP 740 26.06.2025 B
20:39:56
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA Manufacturing Date: 06.2025
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 05.2028
Queluz de Baixo Analysis Date: 06.2025

2730-055 Barcarena

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 25FQ043
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
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 (HPLC) 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
API Manufacture Fermenta Biotech Limited, India Complies
Analytical Reference: Normative P N011712/01-170123, Amd. No. 1 dated 18.09.2024 Complies

Documentation

Conclusion: Complies with specifications.

| hereby certify that the above information is authentic and accurate. This_batch of product has been manufactured, including
packaging/iabeling 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.
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