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ReciPharm

OTJIMYHO JIJIst OU3HECa

Cepruduxkar Ha cepuio

BUT'AHTOJI

0,5 MI'/MJI + 20000 ME

Kannu

®JIAKOH TEMHOI'O CTEKIJIA, 10 MJI X 1
24CQ005

24CQ005

Poccuiickas ®enepanus
P NO11712/01

03.2024

02.2029

11.04.2024

481 380 mr.

947/2024

IpousBoacTeennas mwiomanaka / [liomaaka KOHTPoJIsi KayecTBa /
Iiomanka BIMyCcKa:

Jlyzomenukamenrta Cocbenane Texnuka ®@apmaceytka, CA
Omrpana Koncunbepu [leaposy Ne 66, 69 — B

Kenym-ne-baitiry 2730-055 bapkapena / [lopryramus

Howmep npousBoacTeenHo mutien3un: F021/004/2022

Homepa ceptrdrkaToB cOOTBETCTBHS MPOU3BOAMUTEINS TPEOOBAHUSIM
Hapnnexameit mpousBoacTBernHo# npaktuku: F021/S1/MH/004/2022;
F021/S1/ME/003/2022

OTKJIOHEHU C IOTEHIUAILHBIM BIMSHAEM HAa KAYECTBO U COOTBETCTBHE:
O da
O Her

9136012 - BUTTAHTOJI, MACHﬂHLIﬁ, 0,5 mr/mi (10 mun), PYC
81756576
I'TL: ITu sun dxxu UHTEpHAILIHI

900000960162
Ha
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OTJIMYHO U151 OM3HECa

ReciPl-uarm

Jlyzomenukamenta Cocrenane Texkauka @apmaceytuka, CA JlaTa mpou3BoOACTBA: 03.2024
Octpana Koncunwsepu [lenposy, 66, 69-B CpoOK TOJTHOCTH: 02.2029
Kenymi-ne-baiinry [Hata ananu3a: 04.2024
2730-055, bapkapena

MOPTYT AJIUA

Cepruduxar ananiusa
BUI'AHTOJI, MACJISIHBIMU, 0,5 mr/ma (10 mur), PYC
Cepusn: 24CQ005

IMoka3zarean Cnenuduxanuu Pe3yabTaThl
Onucanue IIpo3pauHblii, BA3KHH pacTBOp, cilierka kentoBatoro COOTBETCTBYET
BeTa
Ler Oxpacka pacTBopa JOJDKHA BBIIEPKHUBATh cpaBHeHHE ¢ COOTBETCTBYET
STaJIOHHBIM PacTBOPOM Y3
KucnorHoe unciio He 60mee 0,2 0,0
OrtHocurtenbHas oTHOCTH (20 °C) 0,940 - 0,950 0,947
[Moxazatens npemomienus (20 °C) 1,440 - 1,452 1,449
Jlo31poBKa B OTHOPOJHOCTH Macca 10 xamens: 0,235+ 15 % (= 0,20 - 0,27 1) CootBercTByeT
JI03UPOBAHUS eanHngHas Macca + 10 % ot cpenneit Maccs
[MopnuHHOCTH KOJNekanpuudepona  BpemeHa ymepxuBaHUs IHKOB Kojekanbiupepona B COOTBETCTBYET
(BOXKX) UCTIBITYEMOM ¥ B CTaHJAPTHOM PAacTBOPAxX OJDKHEI
COBIIQIATh.
KonuuectBenHoe onpeneneHue 95%-105% 102 %
konekanbimdeposa (BIXX)
Xumuyeckas grcrora (BOXKX) He 6onee 1,0 % <0,1 % (BY)
CyMMa n30MepoB
Xumnyeckas grcrora (BOXKX) He 6onee 1,0 % <0,1 % (BY)

JIro6oit mpyroit He ONMCaHHBIN B

crnenuUKaI IPOIYKT

Pa3lIoKEHUs

Xumnaeckas ynuctota (BOXKX) He 6omee 2,0 % <0,1 % (BY)
CyMMa H30MepOB U HE OMICAHHBIX B

creuuuKay IpoIyKTOB

PpasioKeHus
O011ee YuCIo a3poOHbBIX He 6onee 102 KOE/mi <1 KOE/mn
MHKpPOOPTaHU3MOB

O01Iee YucIo APOKIKEBBIX He 6onee 10! KOE/Mn <1 KOE/mn

U IIJIECHEBBIX TPUOOB

Escherichia coli OTCyTCTBYIOT B 1 MII CooTBeTCcTBYET
Howmep perucrpannoHHOTO TINO011712/01 CooTBeTCcTBYET
YAOCTOBEPEHUS

IIpoussoacteo ADC JCM Hytpumnn [Iponakre ®panc CAC, @panuuss  ~ CooTBETCTBYET
AHanuTHYeCKas CChUIKA: IINO011712/01 - 170123 CooTtBeTcTBYET

HOpMaTI/lBHaH JOKYMCHTals

3aKJIIoueHHe: COOTBETCTBYET ClieHU(DUKALIUSIM.

Hacrosmum moaTBepkaaro, 4to AaHHAas WHPOpPMAIMS SBISIETCS NOCTOBEpHOW M TOuHOH. [laHHast cepusi mpemaparta ObLia
TIPOM3BE/ICHA, BKIIIOYAs YIIAKOBKY/MAapKHUPOBKY M KOHTPOJIb Ka4eCTBa Ha BBIMICYKa3aHHOM IIIOMIAKE, B TIOJTHOM COOTBETCTBHU C
TpeboBanmsiMu GMP MecTHOrO peryiIaTopHOro OpraHa M B COOTBETCTBHH CO CHEIU(UKANMSIMU B PErUCTPALMOHHOM
YIOCTOBEPEHHN CTPaHBI-IMIIOpTEpa. [IpOTOKOIIBI MPON3BOACTBA, YIAKOBKH M aHAJIHM30B CEPUH OBUIM IPOBEPEHBI U MPH3HAHEI
cootBeTcTBytoumMu GMP.

/monnucano/

Anna @ununmna Pamoc Ceptuduxar moammcaH 3JIEKTPOHHON NOAMUCHIO B cucreme SAP,
Bepcus Beimycka 740, B 12:08:25 11.04.2024

VnomHoMo4YeHHOE JINIO



Recin!'narm

yood lor burinees

Name of product
Strength/Potency
Dosage form

Pack size/type

Batch number (bulk)
Batch Number FP
Country of destination
Marketing/Clin Trial Aut.N°
Date of manufacture
Expiry date

Date of Release

Number of packages produced

Archive number
Sites

Deviations

Internal Code/Description
Customer code

Class

Packaging order number

Batch released for market

Batch Certificate

VIGANTOL

0,5MG/ML + 20000 U

Solution / Suspension

10ML AMBER GLASS BOTTLE X 1
24CQ005

24CQ005

Russian Fed.

P NO11712/01

.03.2024

02.2029
11.04.2024
481 380 PC

947/2024

Manufacturing site / Control site / Release site:
Lusomedicamenta Sociedade Técnica Farmacéutica,SA
Estrada Consiglieri Pedroso N°66,69-B

Queluz de Baixo 2730-055 Barcarena Portugal
Manufacturing Authorisation Number: F021/004/2022
GMP Certificate Numbers: F021/S1/MH/004/2022;
F021/S1/ME/003/2022

Deviations with impact in quality and/or compliance:
Yes
O No

9136012 - VIGANTOL OIL 0,5mg/ml (10 ml) RUS
81756576

Prod Acabado P&G Int

900000960162

Yes

Procter & Gam
DZ - ALTFEL

24 Aprj wéza

WARENEINGA;
Michael Fuct

.
S
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Recip l‘l arm
yood ko Lusine:
Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date: 03.2024
Estrada Consiglieri Pedroso, 66, 69-B Expiry Pate: 02.2029
Queluz de Baixo Analysis Date: 04.2024

2730-055 Barcarena

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 24CQ005
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 sotution Y3.
Acid Value Max 0,2 0,0
Relative density (20°C) 0,940 -0,950 0,947
Refractive Index (20°C) 1,440 - 1,452 1,449
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 % - 1056 % 101 %
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/m! < 1 CFU/m|
Total yeast and mold count Max 1E+ 01 CFU/ml < 1 CFU/mI
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 Nutritiona! Products fFrance 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
%:ckaglngllabe ing and qualltY 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.

J‘L‘“ jj\hra 'aw.o_s

Ana Filipa Ramos Certificate electronically signed in SAP release version 740 in 11.04.2024 12:08:25

Qualified Person
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