ReciPhaEm

HaumenoBanue npenapara
Jlo3upoBKa/aKTUBHOCTH
JlekapcTBeHHasi popma
Pa3mep/Tun ynakoBku

Homep cepuu

(HepacdacoBaHHOIO MPOAYKTA)

Homep cepuu rorosoro
npenapara (I'Il)

Crpana Ha3HaYeHHS

Ne perucTpanMOHHOTO

YAOCTOBepeHMsl/pa3pelieHust Ha

KIHMHH4YECKHuE HCCJIeaA0BaHUA

Jara npousBoacrsa

I[aTa HCTECICHUSA CPOKA NOAHOCTH

Jara BbInmycka

KosmyecTBO Mpou3BeIeHHBIX
YIAaKOBOK

ApXUBHBII HOMeEP

Inomankn

OTKJI0HEHHUSA

Buyrpennuii kon/Onucanue

Kona 3aka3unka
Kuaace
Homep 3aka3a Ha ymakoBKY

Cepus BbINyllIeHA HA PbIHOK

1/3

Ceprudukar Ha cepuio

BUTAHTOJI

0,5 MI'/MJI + 20 000 ME
PactBop/cycnien3us

@OJIAKOH TEMHOI'O CTEKIJIA, 10 MJI X 1
26DQ037

26DQ03701

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

04.2026
03.2029
11.05.2026
483 040 mr.

953/2026

IIpousBoacTBeHHAA MJIOIIAAKA / MJIOMIAAKA KOHTPOJIA
KayecTBa / IJIOIIAAKA MO BHIMYCKY:

Jlyzomeaukamenta Cocbenane Texkauka @apmaceyruka, C.A.
Omrpana Koncunsepu Ieaposy 66, 69-b

Kenym ne baiimry, 2730-055 bapkapena, [lopryranus
Howmep nmuuensuun Ha npoussoactso: F021/001/2025
Homepa cepTudukaroB cooTBETCTBUS MPOU3BOAUTEINS
TpeboBanusaM Hamexarieil mpon3BOICTBEHHOM MPaKTUKH

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

OTKIIOHEHHS, OKa3bIBAIOIINE BINSHIE HA KAYECTBO W/WIIN
COOTBETCTBHE TPEOOBAHUSM:

O da
Her

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

80851655
T'otoBslii npenapar komnanuu [1u sun Jxu UHT.

900000972115
Ja




ReciPharm

Jlyzomenukamenrta Cocbenane Teknuka @apmaceyruka, C.A.
Omrpana Koncmisepu [legposy 66, 69-b

Jlara npousBoacTBa:
[Hara ncreuenus cpoka rogaoctu: 03.2029

04.2026

2/3

Kenym ne baiimry Jara ananunza: 05.2026
2730-055 bapkapena
TOPTYTAJIUA
Ceprudukar ananausa
BUT'AHTOJI, MACJIO, 0,5 mr/ma (10 ma1), POCCHUSA
Cepusi: 26DQ03701

Iloka3arean Crnenuduxauumn Pe3yabTaThbl
Onwucanue IIpo3paunslii, Bs3kuil pactBop oT xkenroBaroro  CoOTBETCTBYET

JIO CBETJIO-XKEJITOTO LIBETA.
IIBeTHOCTH LIBeTHOCTB pacTBOpa 10JKHA OBITH CooTBeTCTBYET

COTIOCTaBHMMa C PaCTBOPOM CpaBHEHUS Y 3.
Kucnornoe uncio He 6oiee 0,2 0,0
OtHocurenbHas mwoTHOCTH (20 °C) 0,940-0,950 0,947
TToxkazarens npenomienus (20 °C) 1,440-1,452 1,449
Jlo3upoBKa 1 OTHOPOIHOCTh Macca 10 kamnens: 0,235+ 15 % (= 0,20— CoOTBETCTBYET
JIO3UPOBAHUS 0,27 r); enuaryHas Macca Kari + 10 % ot

cpeaHel Macchl
Wnentnduxanus xonexaapuudeposra Bpewms ynepskuBanus nuka konekansiudepona  CoOTBETCTBYET
(BOXX) Ha XpOMaTorpaMMe UCIIBITYeMOTO PacTBOpa

JIOJDKHO COOTBETCTBOBATH BPEMEHH

yAEpKHUBaHMS ITHKa HA XPOMATOrpamMMe

CTaH/IapPTHOTO PacTBOPA.
KonnuectBennoe onpenenenne 95,0-105,0 % 100,7 %
kosekanbuudepona (BOXX) Poccust
Xumnueckas yucrora (BOXX) Cymma  He 6onee 1,0 % <0,1 %

H30MEPOB

Xumnueckas yrcrora (BOXKX) Jlroboi
Jpyroit HecnenupUIUPOBaHHBII
HPOIYKT Pa3IOKECHUS

Xumnueckas yucrora (BOXX) Cymma
HU30MEPOB M HecHeLU(UIUPOBAaHHBIX
HPOIYKTOB PA3IOKECHUS

Homep perucrpannoHHOro
YAOCTOBEPEHHUS

IIpoussoacreo ADC

AHanUTHYECKas CCHUIKA: HOPMaTHBHAS
JOKyMEHTaL s

He 6omee 1,0 %

He 6omee 2,0 %

JITT-Ne(011169)-(PT-RU)

®epmenta baitorex Jlumuren, Unaus
JITT-Ne(011169)-(PT’-RU)-010825

<0,05 % (H/O)

<0,1 %

CooTBeTCTBYET

CooTBeTCTBYET
CooTBeTCTBYET

3aKIIoYcHue: COOTBETCTBYCT CHeHI/I(i)I/IKaHI/ISIM.

HacrosmyM HoATBep:KAaro, 9TO IPEACTABICHHAS BbINIe MH(MOPMAIHS SBISETCSA TOCTOBEPHOIH M To4HOH. [laHHas cepus
npenapara ObUla NPOM3BEJCHA, BKIIOYAas YINAKOBKY/MAapKHPOBKY M KOHTPOJIb KaueCTBA Ha BBIICYKa3aHHOMW(-bIX)
mwiomaake(-ax), B HOJIHOM cooTBeTcTBuU ¢ TpeboaHusamMu GMP EADC MecTHOro peryasTopHOro opraHa u B COOTBETCTBUU
CO cCrnenu(UKANUsIMH B PETHCTPALHOHHOM YIOCTOBEPEHHH CTpPaHBI-MMIIOPTEPA.
IIPOMU3BOJICTBA, YIAKOBKU U aHAJIN3a CEPUH, U ObLIO YCTaHOBIIEHO, YTO OHU COOTBETCTBYIOT TpeboBaHuaM GMP EADC.

/noonucaro/

brumn  mpoBepenst

MIPOTOKOJIBI

Amna ®unmna Pamoc
VHOJIHOMOYEHHOE JTUII0

Ceprudukar noamnucan >1eKTpoHHON noanuckio B Bepcun SAP 740 11.05.2026 B 18:28:16



ReciPl‘larm

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

CEPUAI: 26DQ03701

3/3

YpoBens Martepuan Onucanue Cepusi  RLev Cepus
NMOCTABINUKA

03 9436004  BUTI'AHTOJI, KATIJIW JJI51 ITIPUEMA BHYTPb 26DQ037 20260402

MACJISTHBIE (DEPMEHTA)

05 1609322  BUTAMMH D3 KPMCTAJJIMYECKUIA . 2600920 CLC0425267

05 1609213  JIMTIO®UJI JIABPA®AK WL 1349 2601257 210494

03 1608713 ~ BUTAHTOJI ROT X 10 MJI POCCUA 2601455 C  OF26/00000692

03 1608713 ~ BUTAHTOJI ROT X 10 MJI POCCUA 2602268 C OF26/00002033

03 1608712  BUTAHTOJI CART X 10 MJI POCCUA 2601844 D 15110

03 1608712  BUTAHTOJI CART X 10 MJI POCCUA 2602392 D 15245

03 1608711 BUT'AHTOJI LIT POCCUA 2602004 D OF2026/474

03 1608040  BUT'AHTOJI KAIJIN 2600782 416834

03 1608039  ®JIAKOH U3 CTEKIJIA 10 mn 2601604 303809946

03 1608039  ®JIAKOH U3 CTEKIJIA 10 mn 2507354 303809770

03 1608039  ®JIAKOH 13 CTEKJIA 10 mn 2601371 303809946

03 1608038  KPBIIIKA IJIA1 ®JIAKOHA U3 CTEKJIA 10 mnu 30 M1 2601745 944079

03 1608038  KPBIIIKA JIJIA1 ®JIAKOHA 13 CTEKJIA 10 nu 30 M1 2600780 945152

03 1608038  KPBIIIKA JJIA ®JIAKOHA U3 CTEKJIA 10 mnu 30 m1 2600781 940216

/moonucano/

Amna dummmna Pamoc

Ceprudukar cocrapneH B Bepcuu SAP 740 11.05.2026 B 18:28:16
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ReciPharm

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
26DQ037

26DQ03701

Russian Fed.

LP N°(011169)-(RG-RU)
04.2026

03.2029

11.05.2026

483 040 PC

953/2026
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:
J Yes

X No

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

Prod Acabado P&G Int

900000972115

Yes
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA Manufacturing Date: 04.2026
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 03.2029
Queluz de Baixo Analysis Date: 05.2026

2730-055 Barcarena

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 26DQ03701
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 % 100,7 %
Chemical purity (HPLC) Sum of Isomers Max 1,0 % <01%
Chemical purity (HPLC) Each other Max 1,0 % <0,05% (N.D.)
unspecified degradation product
Chemical purity (HPLC) Sum of isomers and  Max 2,0 % <0,1%
unspecified degradation products
Marketing Authorisation Number LP N°(011169)-(RG-RU) Complies
APt Manufacture Fermenta Biotech Limited, India Complies
Analytical Reference: Normative LP N°(011169)-(RG-RU)-010825 Complies

Documentation

Conclusion: Complies with specifications.

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, includin
Eackagmg/labellng and qu_aht¥ 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.

fﬁuq (Fx{‘ra \am;

Ana Filipa Ramos

Certificate electronically signed in SAP release version 740 in 11.05.2026 18:28:16
Qualified Person
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Batch Component List
9136012 VIGANTOL OIL 0,5mg/ml (10 mi) RUS
BATCH: 26DQ03701
Levei Material Description Batch RLev Vendor Batch
03 9436004  VIGANTOL OIL DROPS INT (FERMENTA) 26DQ037 20260402
05 1609322  VITAMIN D3 CRYSTALLINE Ph 2600920 CLC0425267
05 1609213  LABRAFAC LIPOPHILE WL 1349 2601257 210494
03 1608713  ROT VIGANTOL X 10ML RUSSIA 2601455 Cc OF26/00000692
03 1608713  ROT VIGANTOL X 10ML RUSSIA 2602268 o OF26/00002033
03 1608712  CART VIGANTOL X 10ML RUSSIA 2601844 D 15110
03 1608712  CART VIGANTOL X 10ML RUSSIA 2602392 D 15245
03 1608711 LIT VIGANTOL RUSSIA 2602004 D OF2026/474
03 1608040 CONTA GOTAS VIGANTOL 2600782 416834
03 1608039 FRASCO VIDRO 10ML 2601604 303809946
03 1608039 FRASCO VIDRO 10ML 2507354 303809770
03 1608039  FRASCO VIDRO 10ML 2601371 303809946
03 1608038 TAMPA PARA FRASCO VIDRO 10ML e 30ML 2601745 944079
03 1608038  TAMPA PARA FRASCO VIDRO 10ML e 30ML 2600780 945152
03 1608038 _ TAMPA PARA FRASCO VIDRO 10ML e 30ML 2600781 940216
Ave Tl @
& }'1{4 [fé Mol
Ana Filipa Ramos Certificate generated in SAP release version 740 in 11.05.2026 18:28:16

Qualified Person



