HanMmeHnoBanue JICKAPCTBCHHOI'O

npenapara
Jdo3upoBka/AKTHBHOCTH
JlekapcTBenHas gopma

Pa3mep/Tun ynakoBku

Homep cepun (HepacacoBaHHOrO

MPOYKTAa)

Homep cepun I'TI

CTtpana Ha3HaYeHUs

Ne PY/Per. Ne kiuH. uciien.
Jara npousBoacTBa

Cpok rogHocT

Jara BbInmycKa

KoanuecTBO MPOU3BEICHHBIX
YIIaK0OBOK

ApXHBHBIA HOMeP

ILmomankn

OTKJIOHEeHHuA

BuyTpennnii koa/Onucanue
Kon 3aka3unka

Kaacc

Homep 3aka3a Ha ymakoBKY

Cepusi BbINYIIEHA HA PHIHOK
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ReciPharm

OTJINYHO I OusHeca

Cepruduxar Ha cepuio

BUT'AHTOJI

0,5 MI'/MJI + 20000 ME

Kamnu

®JIAKOH TEMHOI'O CTEKIJIA, 10 MJI X 1
23JQ035

23JQ035

Poccuiickas ®denepanus
P NO11712/01

10.2023

10.2028

14.11.2023

480 770 1.

2885/2023

IIponsBoacTBeHHas miomanka / [lnomanaka KoHTpOIsA KavyecTBa /
Il1omagka BeIMycKa:

Jlyzomenukamenta Cocrenane Texkanka @apmaceyTtuka, CA
Omtpana Koncunbsepu [legposy Ne 66, 69 — B

Kenymi-ge-Bbaitury 2730-055 bapkapena / Iloptyranus

Howmep npoussoacteenHoit munensun: F021/004/2022

Homepa cepTudukaToB COOTBETCTBHS NPOU3BOAUTEINS TPEOOBAHHUAM
Hannexaimeli npousBonctBeHHOM npaktuku: FO21/S1/MH/004/2022;
F021/S1/ME/003/2022

OTKJIOHEHUS C IOTEHIIMAILHEIM BIMSHAEM Ha KQUECTBO M COOTBETCTBHE:
O Ja
X Her

9136012 - BATAHTOJI, MACJISIHBIH, 0,5 mr/ma (10 M), PYC
81756576
I'TI: TIn sux xu MHTEpHAIIHI

90000095774
Ja
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ReciPharm

OTIIMYHO IJIA ou3Heca

JIyzomenukamenta Coceenane Texkanka @apmaceytuka, CA JlaTa mpou3BOACTBA: 10.2023
Octpana Koncunsepu Ileaposy, 66, 69-B CpOK rOJTHOCTH: 10.2028
Kenym-ne-baitury Jara ananusza: 11.2023
2730-055, bapkapena

[HOPTYT AJINA

Cepruduxar ananmsa
BUI'AHTOJI, MACJISIHBIM, 0,5 mr/ma (10 mir), PYC
Cepus: 23JQ035

IMoka3zaTean Crnenuduxanuu Pe3syabTaThl

Ornucanue IIpo3paunslii, BA3KHI pacTBOp, cierka xentoBaToro COOTBETCTBYET
[[BETA, OKpAIIeH He 0oJee WHTEHCHBHO, YeM PacTBOP
cpaBHeHus Y3 Esp. @.

KucnorHoe unciio He 6omee 0,2 0,0
OtHocurenbHas wiotHocts (20 °C) 0,940 - 0,950 0,947
IMoxkazatens npenomienus (20 °C) 1,440 - 1,452 1,450
Jlo3upoBka 1 0THOPOAHOCTh Macca 10 xanens: 0,235+ 15 % (= 0,20 - 0,27 1) CootBeTcTBYET
JI03UPOBAHUS eanangHAsA Macca + 10 % ot cpenneit Maccs
[ommuHoCT KONEKambIudepona  Bpemena yaepkuBaHUS THKOB KoyekaiubImdepona B COOTBETCTBYET
(BOXKX) WCIIBITYEMOM W B CTaHIAPTHOM pPacTBOpax JOJDKHBI

COBIIAJATh.
KonuuectBennoe onpenenexue 95%-105% 102 %
konexanbpiudepoa (BOXKX)
Xumnueckas yucrora (BOXKX) He 6onee 1,0 % <0,1 % (BY)
CymMMa n30MepoB
Xumnueckas yucrora (BOXKX) He 6onee 1,0 % <0,1 % (BY)

JIro6oit mpyroit He ONTUCAHHBIN B

cnenuUKanuu NpoayKT

Ppa3ioKeHus

Xumrmaeckas guctota (BOXKX) He 6oiee 2,0 % <0,1 % (BY)
CyMMa H30MEepOB U HE OMHCAHHBIX B

creuu(uKau IpoIyKTOB

Ppas3okKeHus
Oo6mree 9rciio a3poOHBIX He 0omee 10?2 KOE/mn <1 KOE/mn
MHUKPOOPTaHHU3MOB

O01ee YreIo APOIKIKEBBIX He 60nee 10" KOE/mn <1 KOE/mn

Y TUICCHEBBIX TPHOOB

Escherichia coli OtcyTcTBYIOT B 1 M CooTBeTcTBYET
Howmep perucrpannoHHOTO TINO011712/01 CooTBeTCTBYET
YIOCTOBEpEHHS

IIpomsBoncteo ADC JCM Hytpuman [pomaktec ®panc CAC, @panmuss  CoOTBETCTBYET
AHaIUTHYECKAs CChITKA: TINO011712/01 - 170123 CooTBeTCTBYET

HopmatnBHas toKyMeHTanus




3aKItoucHHE: COOTBETCTBYCT CHCIII/I(I)I/IKE[III/ISIM.

HacrosmuM noxarBepskiaro, 4To JaHHas MHGOpPMAnus sSBISETCS JOCTOBEpHOM M TouHOH. JlaHHas cepus mpemapara Obuia
MIPOM3BE/ICHA, BKIIIOYasl YIIaKOBKY/MapKHUPOBKY M KOHTPOJIb KauecTBa Ha BBINICYKa3aHHOMH IIIOMIA/IKe, B TIOJTHOM COOTBETCTBHU C
tpeboBaHussMu GMP MecTHOro peryisTopHOrO OpraHa M B COOTBETCTBHH CO CHEHM(HUKALMAMH B PErHCTPALMOHHOM
YIOCTOBEPEHUH CTPaHbI-UMIIOpTepa. IIpOTOKOIBI MPOU3BOJICTBA, YIAKOBKM M aHAJIN30B CEPUM OBLIM IPOBEPEHBI U NMPU3HAHBI
cootBercTByromumMu GMP.

/moanucano/
Anna @ununna Pamoc Ceprudukar moAmUcaH 3IIEKTPOHHOH MOANMUCHI0 B cucteMe SAP,
Bepcus Beimycka 740, B 10:22:29 14.11.2023

VnoinHoMo4YeHHOE JIMIIO
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Name of product
Strength/Potency

Dosage form

Pack sizeltype

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 1U
Solution / Suspension
10ML AMBER GLASS BOTTLE X 1
23JQ035

23JQ035

Russian Fed.

P NO11712/01
10.2023

10.2028

14.11.2023

480 770 PC

2885/2023

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:
[0 Yes
No

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

Prod Acabado P&G Int

900000957474

Yes
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA

Estrada Consiglieri Pedroso, 66, 69-B
Queluz de Baixo
2730-055 Barcarena

Expiry Date:
Analysis Date:

Manufacturing Date:

2/2

10.2023
10.2028
11.2023

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 23JQ035
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 0,947
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 % 102 %

Chemical purity (HPLC) Sum of Isomers

Chemical purity (HPLC) Each other
unspecified degradation product

Chemical purity (HPLC) Sum of isomers and
unspecified degradation products

Total aerobic microbial count
Total yeast and mold count
Escherichia coli

Marketing Authorisation Number
API| Manufacture

Analytical Reference: Normative
Documentation

Max 1,0 %
Max 1,0 %

Max 2,0 %

Max 1E+02 CFU/mI
Max 1E+01 CFU/ml

Absent in 1 ml. (equals to Rus. Ph. category 3A limits
for liquid preparations for oral admnistration)

P N011712/01
DSM Nutritional Products France SAS, France
P N011712/01 dated 17.01.2023

<0,1% (RT)
<0,1% (RT)

<0,1% (RT)

<1 CFU/mi
<1 CFU/ml
Complies

Complies
Complies
Complies

Conclusion: Complies with specifications.

| hereby certify that the above information is authentic and acc
packaging/labeling 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 reviewad and found to be in compliance with GMP.

ccurate. This batch of product has been manufactured,

Ana Filipa Ramos
Qualified Person

Certificate electronically signed in SAP release version 740 in 14.11.2023 10:22:29
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