ReciPharm

Lusomedicamenta Sociedade Técnica Farmacéutica, SA JlaTa mpou3BoICTBA: 01.2026
Estrada Consiglieri Pedroso, 66, 69-B CpOK rOJHOCTH: 12.2028
Queluz de Baixo [Hata ananuza: 01.2026
2730-055 Barcarena
MOPTYT AJIUA
Ceprudukar anaamnsa
BUI'AHTOJI, MACJIO, 0,5 mr/ma (10 mur), POCCHUSA
Cepusi: 26AQ02201

HcnbiTanus Hopmsl Pe3ysbTaThl
Ornucanue 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 1,449
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 % 101,9 %
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 crneuuUKAUUd  OPOJIYKTOB
Ppa3noKeHUsI

OOmiee  KOJIMYECTBO  adpOOHBIX
MHKPOOPTaHH3MOB

O0miee KOJIMYECTBO NPOXKKEH H
IJIECEHHU
Escherichia coli

[IpousBoncteo ADC
AnanuTudeckas CCBUIKA:
HopmartuBHas JoKyMeHTanus

Makcumym 1x10? KOE/mn
Maxkcumym 1x10! KOE/mn

OrcyrctBue Escherichia coli B 1 w™n
(CootBerctByeT TpeboBanusM 3A I'd PD mis
JKUJIKHUX TIPETIapaToB I IpreMa BHYTPB)
®epmenta buotek Jlumurten, Unaus
JITI-Ne(011169)-(PT-RU)-010825

Menee 1 KOE/mn
Menee 1 KOE/mn

CooTBeTCTBYET

CooTBeTcTBYET
CooTBeTcTBYET

3aKiIroueHre: COOTBETCTBYET CIICIIU(UKAITUSM.

HacrosimuMm noarep:xiaio, 4To JaHHas HHPOpPMAaLUs ABISETCS JOCTOBEPHOM U TouHOH. JlaHHAas
cepus Ipenapara Obl1a MPOU3BeIeHa, BKIOYAs YIIAaKOBKY/MapKUPOBKY U KOHTPOJIb KauyecTBa Ha
BBIIIICYKA3aHHOM IUIONIA/IKe, B TIIOJIHOM COOTBETCTBUM ¢ TpebOoBaHusmMu GMP wmectHOro
pEeryJasTOPHOIO OpraHa M B COOTBETCTBHM CO cHeUU(UKAIUSAMH B PErHCTPALUOHHOM
YIOCTOBEPEHUU CTPaHbI-UMIIOpTEpPaA. 1IpOTOKOIBI IPOU3BOACTBA, YIIAKOBKH U AaHAIU30B CEPUU

OBLTH TTPOBEPEHBI ¥ IPU3HAHBI COOTBETCTBYIOMUMHI GMP.

/noonucano/

Amna ®unmuma Pamoc

VYnolHOMOYEHHOE JIMIO

Ceprudukat moamucan 3IEKTPOHHON moamuchkio B Bepcuun SAP 740 30.01.2026 B
17:21:01



Lusomedicamenta Sociedade Técnica Farmacéutica,SA Manufacturing Date: 01.2026
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 12.2028
Analysis Date: 01.2026

Queluz de Baixo
2730-055 Barcarena

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 26AQ02201
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 1,449
Dosage and uniformity of dosage Mass of 10 drops: 0.235g + 15% (= 0.20 - 0.279g) 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) RU 95,0 % - 105,0 % 101,9 %
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
Total aerobic microbial count Max 1E+02 CFU/mI <1 CFU/ml
Total yeast and mold count Max 1E+01 CFU/mlI <1 CFU/ml
Escherichia coli Absent in 1 ml. (equals to Rus. Ph. category 3A limits ~ Complies
for liquid preparations for oral admnistration)
Marketing Authorisation Number LP N°(011169)-(RG-RU) Complies
AP| Manufacture Fermenta Biotech Limited, India Complies
Analytical Reference: Normative LP N°(011169)-(RG-RU)-010825 Complies

Documentation

Conclusion: Complies with specifications.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, includin
ackaging/labeling and quality control at the above mentioned site(s) in full compliance with the EAEU GMP requirements of the loca
egulatory Authority and with the specifications in the Marketing Authorization of the importing country.The batch processing, packaging and
analvsis records were reviewed and found to be in compliance with EAEU GMP.
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Ana Filipa Ramos

Certificate electronically signed in SAP release version 740 in 30.01.2026 17:21:01
Qualified Person
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Batch Component List
9136012 VIGANTOL OIL 0,5mg/ml (10 ml) RUS
BATCH: 26AQ02201

Level Material Description Batch RLev Vendor Batch
03 9436004  VIGANTOL OIL DROPS INT (FERMENTA) 26AQ022 20260106
05 1609322 VITAMIN D3 CRYSTALLINE Ph 2506086 CLC0425202
05 1609213 LABRAFAC LIPOPHILE WL 1349 2505350 208107
03 1608713 ROT VIGANTOL X 10ML RUSSIA 2506888 C OF25/00012787
03 1608713 ROT VIGANTOL X 10ML RUSSIA 2507059 C OF25/00013540
03 1608712 CART VIGANTOL X 10ML RUSSIA 2507395 D 14696
03 1608711 LIT VIGANTOL RUSSIA 2507522 D OF2025/4003
03 1608040 CONTA GOTAS VIGANTOL 2506699 414950
03 1608039 FRASCO VIDRO 10ML 2507157 303809769
03 1608039 FRASCO VIDRO 10ML 2506926 303809769
03 1608038 TAMPA PARA FRASCO VIDRO 10ML e 30ML 2506700 938344
Aue Rl
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Ana Filipa Ramos Certificate generated in SAP release version 740 in 30.01.2026 17:21:01
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