ReciPharm

Lusomedicamenta Sociedade Técnica Farmacéutica, SA JlaTa mpou3BoICTBA: 09.2024
Estrada Consiglieri Pedroso, 66, 69-B CpOK rOJHOCTH: 08.2029
Queluz de Baixo [Hata ananuza: 10.2024
2730-055 Barcarena
MOPTYT AJIUA
Cepruduxar ananusa
BHUI'AHTOJI, MACJIO, 0,5 mr/ma (10 ma), POCCHUSA
Cepus: 241Q191

HUcnbiTanus Hopmbi Pe3yabTaTsl
Onucanune IIpo3paunsiii, OT cierka xearoBatoro 10 COOTBETCTBYeET

CBETJIO-XKEITOr0  IBETa, BA3KHH  PacTBOP.
I{BeTHOCTH Oxpacka pacTBOpa [OODKHA BbIAepKHBaTh COOTBETCTBYET

CpaBHEHHE C 3TAJIOHHBIM PacTBOPOM Y3
KucnorHoe unciio He 6omee 0,2 0,0
OtHocurenbHas miotHocts (20 °C) Ot 0,940 mo 0,950 0,946
IMoxkazarens npenomienus (20 °C) Ot 1,440 mo 1,452 1,450
Ho3upoBka u  omgHOpomHocTh Macca 10 kamens: 0,235 r+ 15 % (0,20-0,27 1) CooTBeTcCTBYyET
JTIO3UPOBAHUS W Kaxaas equHu4Hast macca karwmi = 10 % or

cpenHel Macchl Kariu
IMommuHOCTE KOJIeKanbpupepona Bpemena YIEPKUBAHUS mukoB  COOTBETCTBYET
(BOXKX) KoJeKanbludeposia B UCIBITYEMBIX pacTBOpax

1 B CTAHIAAPTHOM PacTBOPE IO/DKHBI COBITAIATh.
KomnmuecTBenHoe ompenenenne  95-105 % 103 %

konexanpiudepoa (BOXKX)

Xumudeckas umcrtota (BOXX)
CymMa n30MepoB
Xumndeckass uucrota (BDXKX)

JIroboit nmpyroii He ONUCAHHBIN B

cnenuduKanun MPOAYKT
pa3ioKeHus
Xumudeckas umcrtota (BOXX)

CymMMa M30MEpoB U HE ONMCaHHBIX

B  crenmuuWKanmud — TPOIYKTOB
Pa3IIoKEHHS

Homep PETUCTPALIMOHHOTO
YAOCTOBEpEHUS

IIpoussoacteo ADC
AHanurtuueckas CCBLIKA!

HOpMaTI/IBHaﬂ JAOKYMCHTAalUA

He 6oiee 1,0 %

He 6onee 1,0 %

He 6oiee 2,0 %

P NO11712/01

DSM  Nutritional
®panuus
TINO11712/01 -170123

Products France SAS,

<0,1 % (RT)

<0,1 % (RT)

<0,1 % (RT)

CooTBeTCTBYET

CooTBeTcTBYET

CooTBeTcTBYET

3akIr0ueHre: COOTBETCTBYET CIICIIU(UKAITUSM.

HacrosmuMm noareep:xiao, 4To JaHHas HHPOpPMAaLUs SBISETCS JOCTOBEPHOM U TouHOH. JlaHHAas
cepus Ipenapara Obl1a MPOU3BeIeHa, BKIOYAs YIIaKOBKY/MapKUPOBKY U KOHTPOJIb KauyecTBa Ha
BBIIIICYKA3aHHOM IUIOMIA/IKe, B TIIOJIHOM COOTBETCTBUM ¢ TpeOoBaHusmMu GMP wmectHOro
pEryJasTOPHOIO OpraHa M B COOTBETCTBHM CO cHeUU(UKAIUAMH B PErHCTPALUOHHOM
YIOCTOBEPEHUN CTPaHbI-UMIIOpTEpa. 1IpOTOKOIBI IPOU3BOACTBA, YIIAKOBKH M AHAIU30B CEPUU

OBLTH TTPOBEPEHBI ¥ IPU3HAHBI COOTBETCTBYIOMUMEI GMP.

/noonucano/

Amna ®unmuma Pamoc

VnolHOMOYEHHOE JIMIO

Ceprudukar moAmucan 3ICKTPOHHON moamuchkio B Bepcuun SAP 740 21.10.2024 B
18:22:18
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date:
Estrada Consiglieri Pedroso, 66, 69-B

Queluz de Baixo
2730-055 Barcarena

Expiry Date:
Analysis Date:

09.2024
08.2029
10.2024

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 241Q191
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 % 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 Max 2,0 % < 0,1%(RT)

and unspecified degradation products
Marketing Authorisation Number
API Manufacture

Analytical Reference: Normative
Documentation

P NO11712/01
DSM Nutritional Products France SAS, France
P N0O11712/01 dated 17.01.2023

Complies
Complies
Complies

Conclusion: Complies with specifications.

| hereby cenif}/ that the above information is authentic and accurate. This batch of product has been manufactured, includin
in

gackagmg/labe .
egulatory Authority and wi

packaaing and analvsis records were reviewed and found to be in compliance with GMP.

,/L-“i (;:era euw.‘:

g and qualit%/hcontrol at_the above mentioned site(s) in full compliance with the GMP requirements of the loca

the specifications in the Marketing Authorization of the importing country.The batch processing,

Ana Filipa Ramos
Qualified Person
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