ReciPharm

HaumeHoBaHHE JTeKAPCTBEHHOI 0
npenapara
Jlo3upoBka/coaep:kaHue OCHOBHOTO
BelllecTBa

JlekapcTrBeHHasi gopma
Pa3mep/Tun ynakoBkHu

Homep cepuu (HepachacoBaHHOTO
MPOAYKTA)

Homep cepuu roToBoro npenapara
('t

CTpaHa Ha3HAYEHHA

Homep perucrpanoHHOro
YAOCTOBepeHHs/pa3peieHns] Ha
npoBeJeHUue KIMHUYECKHX
HCCJIeJ0OBaHUH

JlaTta npousBoacTBa

JlaTa ucTevyeHus CPOKA roOAHOCTH
JlaTa Bpimycka

KoanuecTBo nNpou3BeaeHHBIX
YHAKOBOK

ApXUBHBIIl HOMep

Ilnomaaku

OTKJI0HEHHS

BuyTpenHuii kon/onucanue
Koa 3aka3uuka

Kaace

Howmep 3aka3a Ha YIaKOBKY
Cepus BbINyIIIEHA HA PHIHOK

Cepruduxar Ha cepuio

BUT'AHTOJI
0,5 MI'/MJI + 20 000 ME

PactBop / cycnien3ust
OJTAKOH KOPUYHEBO-OPAHXEBOI'O CTEKIJIA, 10 MJI x 1
26CQ125

26CQ125

Poccuiickas ®enepauus
JITI-Ne(011169)-(PI'-RU)

Mapt 2026 T.
®Despas 2029 T.
24.04.2026

196 460 1mT.

0791/2026

IIpou3BoacTBeHHAS IVIOMIAAKA / MJIOMIAKA KOHTPOJISI KayecTBa /
TLUTOIAIKA BBIMYCKA:

Jlysomenukamenrta Cocrenane Texnuka @apmaceytuka, C.A.
Omrpana Koacunwepu [leaposy, Ne 66, 69-b

Kenym-ne-baiimry, 2730-055 Bapkapena, [Toptyramus

Howmep numensun Ha nponsBoacTBo: F021/001/2025

Howmepa cepTnpuxaToB COOTBETCTBHS MIPOU3BOIUTEINS TPEOOBAHUAM
Hamrexxamieid mponsBoacTBeHHOM pakTuku (GMP):
F021/S1/MH/002/2025;

F021/S1/ME/003/2025

OTKJIOHCHHUS, OKa3bIBAIOIIKC BIMSHIE HA KAYECTBO W/ COOTBETCTBUE
TpeOOBaAHUAM:

O Ta

Her

9136012 — BUT'TAHTOJI, MACIJIO, 0,5 mr/mi (10 ), POCCUA
80851655

T'otoBeiit mponykt komnanuu [u sux Jxu Ut

900000971698

Jla
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JIyzomenukamenta Cocbenane Texknuka dapmaceyruka, C.A. JlaTta npousBoacTBa: Mapr 2026 r.

Ourtpaza Koncubepn Ienposy, Ne 66, 69-B Jlata ucteueHus cpoka ®eppaib 2029 .
Kemym-ne-baiinry T'OHOCTH:

2730-055 Bapkapena
[OPTYT AHI;MP Jata ananusa: Armpens 2026 T.

Cepruduxar anaansa
BUI'AHTOJI, MACJIO, 0,5 mr/ma (10 mux), POCCHUA
Cepus: 26CQ125

HcnbiTanne Crnenudukanun Pe3ysbTaThl

Onucanue [Ipo3paunslii, OT cierka KeJITOBaToro 10 CootBeTcTBYET
CBETJIO-KEJITOrO 1IBETa, BA3KUN pacTBOP.

IIBeTHOCTH I[BeTHOCTH pacTBOpa IOJKHA OBITH COMMOCTABUMA C CootBeTcTBYET
LIBETHOCTHIO pACTBOpa CpaBHEHHUS Y 3.

Kucnorrnoe uuciio He 6omnee 0,2 0,0

OtHocurenbHas miotHocTh (20 °C) 0,940-0,950 0,947

ITokazarens npenomuenust (20 °C) 1,440-1,452 1,449

Jlo3upoBKa u 0qHOPOAHOCTE Ho3upoBanuss Macca 10 kanens: 0,235+ 15 % (=0,20-0,271);  CooTBETCTBYET
Macca otaensHoi kKamm £10 % ot cpexHeii Macch
Wnentudukanus konekanbuudeposra Bpewms ynepxuBaHus NMuka KoJekanbiudepoia Ha CooTBeTCTBYET
(BOXKX) XpOMaTOTpaMMe UCIIBITYEMOT'0 PacTBOPa JOJDKHO
COOTBETCTBOBATh BPEMCHH y/ICPKUBAHHS [TUKA HA
XpOMAaTOrpaMMe CTaHIAPTHOTO PacTBOpA.

KonuuectBeHHoe onpeneseHue 95,0-105,0 % 99,7 %
konekanbuugepoina (B2XKX), Poceus

Xumunyeckas unctota (BOXX): cymma He 6omnee 1,0 % <0,05 %
M30MEpOB

Xumnaeckas arctoTa (BOXX) JTroboii He 6onee 1,0 % < 0,05 %, He
Jpyroil HecieupUIMPOBAHHBIN TPOTYKT 0OHapyKeHO
Jerpajalun

Xummaeckas guctota (BOXKX): cymma He 6omnee 2,0 % <0,05%

M30MEpOB U HeCHETH(DAITUPOBAHHBIX
TPOAYKTOB JETpagaiui

Howmep perucrparmonnoro ynocrosepenust JIII-Ne(011169)-(PI'-RU) CooTBeTcTBYET
IIpoussoacteo ADC ®epmenta buorek Jlumuren, Unaus CooTBeTcTBYET
Amnanuruueckuil HopmatuBHbIi fokyment: JIII-Ne(011169)-(PI'-RU)-010825 CooTBeTcTBYET

HOpMAaTHUBHAA JOKYMCHTALlU

3akItoucHHE: COOTBETCTBYCT CHGIII/I(l)I/IKaIII/IﬂM.

HacTosmumMm moaTBepx a0, 4To MPENCTaBICHHAS BbIIC HH(OOPMAIHS SBISETCS JOCTOBEPHON W TouHOM. JlaHHas
cepusi mpemapara ObUla NPOU3BEICHA, BKJIIOYAs YHIAKOBKY/MapKHPOBKY ¥ KOHTPOJb KayecTBa Ha
BBINICYKa3aHHOM(-bIX) TUTOIMAaaKe(-aXx), B MOJHOM cooTBeTcTBHH ¢ TpeboBanmsmu GMP EADC, tpeboBaHMsIMH
MECTHOT'O YIOJHOMOUYEHHOT'O OpraHa U B COOTBETCTBUH CO CHEHU(BHUKALUSIMHA B PETUCTPALIMOHHOM yJOCTOBEPEHUHU
CTpaHbI-UMIIOPTEPA. BN MPOBEPEHbI POTOKOJIBI TPOU3BOICTBA, YIIAKOBKH 1 aHAJIN3a CEPUH, U OBLIO YCTaHOBJICHO,
9TO OHHM COOTBETCTBYIOT Tpeboanusim GMP EADC.

/noonucano/

Heomuuna XKymmy CepTudukart noamuca dIeKTPOHHON moanuchio B Bepcuu SAP 740 24.04.2026, 10:24:59
YHOTHOMOYCHHOE JIUIIO
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IlepeyeHb KOMIIOHEHTOB CEPUH
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9136012 BUT'AHTOJI, MACJIO, 0,5 mr/ma (10 ma), POCCHUSA

CEPHS: 26CQ125

Yposens Matepnaya Onncanue Cepus RLev Cepusi nocraBumuka

03 9436004 BUI'AHTOJI, KAIIJIX JJIs1 ITIPUEMA BHYTPB 26CQ125 20260324
MACIJISIHBIE (FERMENTA)

05 1609322 BUTAMUH D3 KPUCTAJJIMYECKUH, . 2600920 CLC0425267

05 1609213  JIABPA®AK JINTTO®UJILHBIN WL 1349 2600673 209934

05 1609213 JIABPA®AK JIMTTO®UJILHBIN WL 1349 2601257 210494

03 1608713 BUT'AHTOJI ROT, 10 MJI, POCCUA 2600919 C OF25/00015013

03 1608713 BUT'AHTOJI ROT, 10 MJI, POCCUA 2601455 C 0F26/00000692

03 1608712 BUI'AHTOJI CART, 10 MJI, POCCUA 2601844 D 15110

03 1608712 BUI'AHTOJI CART, 10 MJI, POCCUA 2601219 D 14921

03 1608711  BUI'AHTOJI LIT, POCCUA 2602143 D OF2026/474

03 1608711  BUI'AHTOJI LIT, POCCUA 2601043 D OF2025/4458

03 1608040 BUI'AHTOJI CONTA GOTAS 2600782 416834

03 1608039  ®JIAKOH M3 CTEKIJIA, 10 mn 2601371 303809946

03 1608038  KPBIIIKA JJI51 ®JIAKOHA N3 CTEKIJIA, 10 ma 2600780 945152
n 30 M

/noonucano/

Jeomunna Xymmy Ceprudukat chopmupoBan B Bepcuu SAP 740 24.04.2026, 10:24:59

Y1I0THOMOYEHHOE JIUIT0
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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 IU
Solution / Suspension
10ML AMBER GLASS BOTTLE X 1
26CQ125

26CQ125

Russian Fed.

LP N°(011169)-(RG-RU)
03.2026

02.2029

24.04.2026

196 460 PC

0791/2026

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

Queluz de Baixo 2730-055 Barcarena Portugal
Manufacturing Authorisation Number: F021/001/2025
GMP Certificate Numbers: F021/S1/MH/002/2025;
F021/S1/ME/003/2025

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

9136012 - VIGANTOL OIL 0,5mg/ml (10 ml) RUS
80851655

Prod Acabado P&G Int

900000971698

Yes




I - 2/3
Reci p harm
Lusomedicamenta Sociedade Técnica Farmacéutica,SA Manufacturing Date: 03.2026
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 02.2029
Queluz de Baixo Analysis Date: 04.2026

2730-055 Barcarena

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 26CQ125
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 1,449
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) RU 95,0 % - 105,0 % 99,7 %
Chemical purity (HPLC) Sum of Isomers Max 1,0 % <0,05%
Chemical purity (HPLC) Each other Max 1,0 % <0,05% ND
unspecified degradation product
Chemical purity (HPLC) Sum of isomers and  Max 2,0 % <0,05%
unspecified degradation products
Marketing Authorisation Number LP N°(011169)-(RG-RU) Complies
APl 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
Eackaging/labelmg and qualit¥ 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.

Deolinda Julio Certificate electronically signed in SAP release version 740 in 24.04.2026 10:24:59

Qualified Person
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Batch Component List
9136012 VIGANTOL OIL 0,5mg/mi (10 ml) RUS
BATCH: 26CQ125
Level Material Description Batch RLev Vendor Batch
03 9436004  VIGANTOL OIL DROPS INT (FERMENTA) 26CQ125 20260324
05 1609322  VITAMIN D3 CRYSTALLINE Ph 2600920 CLC0425267
05 1609213  LABRAFAC LIPOPHILE WL 1349 2600673 209934
05 1609213  LABRAFAC LIPOPHILE WL 1349 2601257 210494
03 1608713  ROT VIGANTOL X 10ML RUSSIA 2600919 Cc OF25/00015013
03 1608713  ROT VIGANTOL X 10ML RUSSIA 2601455 Cc OF26/00000692
03 1608712  CART VIGANTOL X 10ML RUSSIA 2601844 D 15110
03 1608712  CART VIGANTOL X 10ML RUSSIA 2601219 D 14921
03 1608711  LIT VIGANTOL RUSSIA 2602143 D OF2026/474
03 1608711  LIT VIGANTOL RUSSIA 2601043 D OF2025/4458
03 1608040 CONTA GOTAS VIGANTOL 2600782 416834
03 1608039 FRASCO VIDRO 10ML 2601371 303809946
03 1608038  TAMPA PARA FRASCO VIDRO 10ML e 30ML 2600780 945152
Deolinda Julio Certificate generated in SAP release version 740 in 24.04.2026 10:24:59

Qualified Person



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document /
HasBaHue nokymeHnTa

26CQ125

This certificate confirms that the document 26CQ125 originally written in English was translated in
accordance with service agreement in force from En
has sufficient experience to perform translatio
confirms that translation was checked f
document / [aHHbii cepTudukaT noaTBEpKAaeT,
HanucaHHbIl Ha aHrnuiickoM A3bike, 6bin NeépeBeAeH B COOTBETCTBAM C AENCTBYIOLLUM
cornaweHnem ob okasaHWW YCnyr ¢ aHrmuicKoro si3bika
nepesof4nkoM, obnafalolUM [OCTAaTOYHLIMIA HaBbIKAMM AnA  ocylecTBneHus
NPOBEpKW foKyMeHTa. [laHHbIi cepTudukaT Takke noATBepXAaeT, YTo nepesod Npo

4YTO [OOKyMeHT 26CQ125,

Ha NPaBUNbHOCTb U NOSTHOTY OTHOCUTENbHO NCXOAQHOro AOKYMEHTa.

Translation performed by /
MNepeBopa BbINONHEH:

Date and Signature / JaTta u
noanuce

Translation checked for
correctness and completeness
by / MepeBos nposepeH Ha
MPaBWIbHOCTb U NOMHOTY:

Date and Signature / Jarta u
noAnuch

Evdokimova Ksenia / Translator

19.05.26

Karim Halida / He
Kapum Xanuaa / PykosoguTe

ality Control Department

Otaena KoHTtpons Kauectsa

19.05.26

glish into Russian by certified interpreter, who
n and verify the document. This certificate also
or correctness and completeness against the source
n3HayanbHo

Ha PYCCKWil A3bIK CePTUCMULMPOBAHHBIM
nepesoga u
LUen NpoBepKy



