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Lusomedicamenta Sociedade Técnica Farmacéutica, SA Jlata npoM3BOACTBA: 08.2024
Estrada Consiglieri Pedroso, 66, 69-B CpoK rojHoCTH: 07.2029
Queluz de Baixo Jara ananuza: 10.2024
2730-055 Barcarena
ITOPTYT AJINA
Ceprudukar anaamnsa
BUT'AHTOJI, MACIJIO, 0,5 mr/ma (10 mar), POCCHUSA
Cepus: 24HQ072

HUcnbiTanus Hopmbi PesyabTarsl
Omnucanue IIpo3paunsiii, oT cnerka xentoBaTtoro a0 CoOTBETCTBYyeT

CBETJIO-XKENTOr0  IBETa, BSA3KHHA  PacTBOP.
[[BeTHOCTB Oxkpacka pacTBOpa JOJDKHA BbIAepkuBaTh COOTBETCTBYET

CpaBHEHHE C 3TATOHHBIM PacTBOpoM Y3
Kucnoraoe uncio He 6omee 0,2 0,0
OtHocutenbHas miotHocTh (20 °C) Ot 0,940 mo 0,950 0,946
[Noxazarens nmpenomienus (20 °C) Ot 1,440 mo 1,452 1,450
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 % 102 %
kosekanbiudepona (BOXX)
Xummueckas gucrora (BDXX) He 6omee 1,0 % <0,1% (RT)
Cymma u30MepoB
Xummueckas gucrora (BDXX) He 6omee 1,0 % <0,1% (RT)
JIro6oit nmpyroii He ONMCAHHEBIA B
cnenudpuKanum MPOJYKT
Ppa3noKEeHUs
Xumunueckass uuncrora (BOXX) He 6onee 2,0 % <0,1% (RT)

CyMMa M30MepOB M HE OMHMCAHHBIX

B crneuuduUKalMu  MPOAYKTOB

PpasyioKeHus

O6mee KomuuecTBO  a’pobHbIX  Maxkcumym 1x102 KOE/Mn Menee 1 KOE/mn

MHUKPOOPTaHU3MOB

OGmee KommuecTBO Apoxoked B Makcumym 1x101 KOE/mi Meree 1 KOE/mn

IUIECEHU

Escherichia coli OtcyrcrBue Escherichia coli B 1 wmn  CoorBerctByeT
(CootBerctByet TpeboBanusM 3A ['D PO mus
JKHJIKUX TIPErapaToB [Uis IpreMa BHYTPb)

Howmep peructparmonsoro P N011712/01 CoOTBETCTBYET

yIIOCTOBEPEHHMS

IMpousBoacteo ADC DSM Nutritional Products France SAS, CootBercTByer
®pannus

AHanutnueckas ceeuika:  IINO11712/01 - 170123 CoOTBETCTBYET

HOpMaTI/IBHaSI JOKYMCHTaA

3akiIroucHue: COOTBETCTBYCT CHCLII/I(I)I/IKaI_II/ISIM.

Hacrosiium nonreep:k1ato, 4To AaHHasg WH(OpMalUs SBISETCS JOCTOBEPHON M TouHOW. JlaHHas
cepus Ipernapara ObU1a MPOU3BECHA, BKIIIOYas YIIaKOBKY/MapKUPOBKY U KOHTPOJIb KayecTBa Ha
BBIIIEYKA3aHHON IUIOIIa/IKe, B IIOJIHOM COOTBETCTBUM ¢ TpeboBanusimu GMP wmectHOrO
PETYJSATOPHOTO OpraHa M B COOTBETCTBUU CO CHEHU(PHUKAIMAMU B PETUCTPALIIOHHOM
YIOCTOBEPEHUN CTpaHbI-UMIIOpTEpa. 1IpOTOKONIBI TPOU3BOACTBA, YIIAKOBKH M aHAJIM30B CEPUH
ObUIM TIPOBEpPEHBI M MPU3HAHBI COOTBETCTBYIOIIMMU GMP.
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date: 08.2024
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 07.2029
Queluz de Baixo Analysis Date: 10.2024
2730-055 Barcarena
PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 24HQ072
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 0,0
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 - 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 % 102 %
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
Total aerobic microbial count Max 1E+ 02 CFU/mI < 1 CFU/mI
Total yeast and mold count Max 1E+ 01 CFU/mI < 1 CFU/m|
Escherichia coli Absent in 1 ml. (equals to Rus. Ph. category 3A  Complies
limits for liquid preparations for oral admnistration)
Marketing Authorisation Number P N011712/01 Complies
APl Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Reference: Normative P NO11712/01 dated 17.01.2023 Complies

Documentation

Conclusion: Complies with specifications.

| hereby certife( that the above information is authentic and accurate. This batch of product has been manufactured, includin
ackaging/labefing and qualltr control at the above mentioned site(s) in full compliance with the GMP requirements of the loca

gulatory Authority and with the specifications in the Marketing Authorization of the importing country.The batch processing,
nackaaing 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 10.10.2024 16:46:28
Qualified Person




