ReciPhamt

HaumenoBanue npenapara
Jo3upoBka/ AKTUBHOCTH
JlekapcTBeHHasi popma
Pa3mep/Tun ynakoBku

Homep cepuu

(HepacacoBaHHOIO MPOAYKTA)

Homep cepuu rorosoro
npenapara (I'Il)

Crpana Ha3HaYeHHS

Ne PerucTpaumoHHOro

YAOCTOBepeHMsl/pa3pelieHust Ha

KIHMHHU4YECKHuE HCCJIeaA0BaHusA

Jara npousBoacrsa

I[aTa HCTECICHUSA CPOKA NOAHOCTH

Jara BbInmycka

KosmyecTBO Mpou3BeIeHHBIX
YIAaKOBOK

ApXUBHBII HOMeEP

ITnomankn

OTK/I0HEHHUSA

Buyrpennuii kon/Onucanue

Kona 3aka3unka
Kuaacc
Homep 3aka3a Ha ymakoBKy

Cepus BbINyllIeHA HA PHIHOK

1/3

Ceprudukar Ha cepuio

BUTAHTOJI

0,5 MI'/MJI + 20000 ME
PactBop/Cycnien3us

@OJIAKOH TEMHOI'O CTEKIJIA, 10 MJI X 1
26CQ144

26CQ144

PO
JITI-Ne(011169)-(PT-RU)

03.2026
02.2029
24.04.2026
485 600 miT.

0817/2026

IIponsBoacreennas miaomaaka / Iliomanka KOHTpoIs
kadectna / [liiomaaka mo BoImycKy:

Jlyzomeaukamenta Cocbenane Texkauka @apmaceyruka, C.A.
Omrpana Koncunbepu [eaposy 66, 69-b

Kenym ne baiimry, 2730-055 bapkapena, [lopryranus
Howmep nmuuensuun Ha npoussoactso: F021/001/2025
Homepa cepTudukaroB cooTBETCTBUS IPOU3BOAUTEINS
TpeboBanusaM Hamnexanieil mpon3BOICTBEHHOM MPaKTUKH

(GMP): F021/S1/MH/002/2025; F021/S1/ME/003/2025

OTKIIOHEHHS, OKa3bIBAIOIIME BINSHIE HA KAYECTBO W/WIIN
COOTBETCTBHE TPEOOBAHUSIM:

O da
Hert

9136012 — BUTTAHTOJI, MACIJIO, 0,5 mr/ma (10 M),
POCCHUA

80851655
I'orossrii npenapar komnanuu I1n sux Jxu MHT.
900000971720

a




RGCiPi‘IaE‘m

Jly3omenukamenta Cocrenane Texnuka @apmaceyruka, C.A. Jlata npou3BoACTBA: 03.2026
Omrpana Koncwisepu [legposy 66, 69-b Jlata nucredenus cpoka 02.2029
Kenym ne Baiinny TOAHOCTH:
2730-055 bapkapena Jlara ananmza: 04.2026
TOPTYTAJIUA

Ceprudukar anajausa

BUT'AHTOJI, MACJIO, 0,5 mr/ma (10 ma1), POCCHUSA
Cepus: 26CQ144

Iloka3arean Crnenuduxauumn Pe3yabTaThbl
Onwucanue IIpo3paunslii, Bs3kuil pactBop oT xkenroBaroro  CoOTBETCTBYET

JI0 CBETJIO-XKEJTOTO L[BETA.
IIBeTHOCTH LIBeTHOCTH pacTBOpa 10JKHA OBITH CooTBeTCTBYET

COTIOCTaBMMa C PaCTBOPOM CpaBHEHUS Y 3.
KucnorHnoe uncio He 6oiee 0,2 0,0
OtHocurenbHas mwioTHOCTH (20 °C) 0,940-0,950 0,947
TToxkazarens npenomienus (20 °C) 1,440-1,452 1,449
Jlo3upoBKa 1 OTHOPOIHOCTh Macca 10 xamnens: 0,235+ 15 % (= 0,20— CoOTBETCTBYET
JTO3UPOBAHUS 0,27 r); enuanyHas Macca kari + 10 % ot

CpeIHEN Macchl
Wnentudukanus Konekaapuudepona Bpewms ynepxuBanus nuka konekaipuugpepona  CoOTBETCTBYET
(BOXKX) Ha XpOMaTorpaMMe UCIBITYEMOTO pacTBopa

JIOJDKHO COOTBETCTBOBATH BPEMEHHU

yAEpKHUBaHMS ITHKa HA XPOMATOrpamMMe

CTaHJApTHOTO PAacTBOPA.
KonnuectBennoe onpenenenne 95,0-105,0 % 100,1 %
xostekanpuudepona (BOXXX) Pocens
Xumnueckas yucrora (BOXX) Cymma  He 6onee 1,0 % <0,5%

H30MEpOB
Xumnueckas yrcrora (BOXKX) Jlroboi
JPYToi HEe ONHMCAHHBIN B CIICHU(pUKAIINT
HPOYKT Pa3IOKCHUS

He 6omee 1,0 % <0,05 % H/O

Xumnueckas uncrora (BOXKX) Cymma  He 6onee 2,0 % <0,05%
HU30MEPOB U HE ONUCAHHBIX B

cneruKanuy IPOIYKTOB PA3IOKEHUS

Homep perucrpanoHHoOro JITI-Ne(011169)-(PT-RU) CooTBeTcTBYeT
YAOCTOBEPEHHUS

IIpoussoacreo ADC ®epmenta baiiorex JIumuren, Uuaus CooTBeTCTBYET
Amnanutnueckas ccpuika: Hopmatusnas  JIII-Ne(011169)-(PI'-RU)-010825 CooTBeTCTBYET

JAOKYMCHTAalIUs

3axmodyeHue: COOTBETCTBYET ClIELU(PUKALIUIM.

HacrosiniM moaTBepikiato, 4To MpeACTaBIeHHAs BbIle WHQOPMAIHs SBISICTCS JOCTOBEPHOI M TouHOM. [laHHas cepus
npenapara OblJla NPOW3BEIEHA, BKIIOYAs YIAKOBKY/MAapKHPOBKY M KOHTPOJb KadecTBa Ha BbIIICYKa3aHHOM(-bIX)
wiomaake(-ax), B TOJXHOM cooTrBercTBuUM ¢ TpeboBanusMu GMP EADC MecTHOro peryisTopHOro opraHa W B
COOTBETCTBHM CO CHEHU(PUKALUAMH B PErHCTPALMOHHOM YIOCTOBEPEHHH CTpPaHBI-MMIIOpTEepa. bbuln mpoBepeHbl
MPOTOKOJIBI TIPOU3BOJCTBA, YIAKOBKH M AHAJIM3a CEPHU, U OBUIO YCTaHOBIEHO, YTO OHU COOTBETCTBYIOT TPeOOBaHMUSIM
GMP EADC.
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ReciPhaE‘m

IlepeyeHb KOMIIOHEHTOB CePUHU
9136012 BUTAHTOJI, MACJIO, 0,5 mr/ma (10 mur), POCCUSA

CEPHUA: 26CQ144

3/3

Yposen» Marepuan Onucanue Cepuss RLev Cepus
NOCTABILMKA

03 9436004  BUT'AHTOIJI, KAIUIU AJIS1 ITPUEMA BHYTPb 26CQ144 20260325

MACIJISIHBIE (PEPMEHTA)

05 1609322  BUTAMMH D3 KPUCTAJUIMYECKUI . 2600920 CLC0425267

05 1609213  JIMIIO®UJI TABPA®AK WL 1349 2600673 209934

05 1609213  JIMIIO®UJI TIABPA®AK WL 1349 2601257 210494

03 1608713 ~ BUT'TAHTOJI ROT X 10 MJI POCCUA 2601455 C  OF26/00000692

03 1608712  BUT'TAHTOJI CART X 10 MJI POCCUA 2601844 D 15110

03 1608712  BUTTAHTOJI CART X 10 MJI POCCHUA 2601219 D 14921

03 1608711 BUTAHTOJI LIT POCCUA 2602004 D OF2026/474

03 1608711 BUTI'AHTOJI LIT POCCUA 2601043 D 0OF2025/4458

03 1608040  BUT'AHTOJI KAITJIA 2600782 416834

03 1608039  ®JIAKOH U3 CTEKIJIA 10 mn 2601371 303809946

03 1608039  ®JIAKOH U3 CTEKIJIA 10 mn 2601604 303809946

03 1608039  ®JIAKOH U3 CTEKIJIA 10 mn 2601007 303809946

03 1608038  KPBIIIKA JIUISI ®ITAKOHA N3 CTEKJIA 10 Mt u 30 M1~ 2600780 945152

03 1608038  KPBIIIKA JJISI ®JTAKOHA U3 CTEKJIA 10 mau 30 M1 2507288 940216

/noonucs/
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ReciPI'larm

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 1U
Solution / Suspension
10ML AMBER GLASS BOTTLE X 1
26CQ144

26CQ144

Russian Fed.

LP N°(011169)-(RG-RU)
03.2026

02.2029

24.04.2026

485 600 PC

0817/2026

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:
[0 Yes
X No

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

Prod Acabado P&G Int

900000971720

Yes




l:' 2/3
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: 26CQ144
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 % 1001 %
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
API 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

) : roduct has been manufactured, includin
ackaging/labeling and quality control at the above mentioned site(s) in full compliance wit

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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Reci P h arm
Batch Component List
9136012 VIGANTOL OIL 0,5mg/mi (10 ml) RUS
BATCH: 26CQ144
Level Material Description Batch RLev Vendor Batch
03 9436004  VIGANTOL OIL DROPS INT (FERMENTA) 26CQ144 20260325
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 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 2602004 D OF2026/474
03 1608711  LIT VIGANTOL RUSSIA 2601043 D OF2025/4458
03 1608040 CONTA GOTAS VIGANTOL 2600782 416834
03 1608033 FRASCO VIDRO 10ML 2601371 303809946
03 1608039 FRASCO VIDRO 10ML 2601604 303809946
03 1608039  FRASCO VIDRO 10ML 2601007 303809946
03 1608038 TAMPA PARA FRASCO VIDRO 10ML e 30ML 2600780 945152
03 1608038  TAMPA PARA FRASCO VIDRO 10ML e 30ML 2507288 940216
Deolinda Julio Certificate generated in SAP release version 740 in 24.04.2026 12:05:23
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