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HanmeHoBaHMe JIeKAPCTBEHHOT O
npemnapara
Jo3upoBKa/AKTHBHOCTH
JlekapcTBeHHasi fopma
Pa3mep/Tun ynakoBku

Homep cepun
(Hepac¢acoBaHHOI0 NMPOAYKTA)
Homep cepuu rorosoro
npenapara (I'ITl)

CrpaHa Ha3HAYCHHUSA

Ne perncTpannoHHOr0
YAOCTOBepeHHs/pa3pelieHns Ha
KJIHHAYeCKHe nccaenosanns’
JaTa npou3BoacTBa

JlaTa ucTreyeHus cCPoKa roAHOCTH
Jara Bpimycka

KoanyecTBo npou3BeaeHHbIX
YHAaKOBOK

ApXMBHBIII HOMep

IInomankn

OTKJI0OHEeHUs

Buyrpennuii kon/Onucanue
Kon 3aka3unka

Kuace

Howmep 3aka3a Ha ynakoBKYy
Cepust BbINYIIEHA HA PLIHOK

1/2

Ceprudukar Ha cepuro
BUT'AHTOIJI

0,5 mr/mit + 20 000 ME
Kanmn
®JIAKOH TEMHOTI'O CTEKIJIA, 10 MJII X 1

22KQ182

22KQ182
Poccuiickas denepanus

IIN011712/01
11.2022
11.2027
23.12.2022

482 720 mT.

2713/2022

IIpousBoacTBeHHas miaomanka / Ilmomanka KOHTpoJs KadecTBa /
Inomanka BeImycKa:

Jlyzomenukamenta Cocbenane Texknuka dapmaceyruka, CA

Omrpana Koncunsepu Ienposy Ne 66, 69 — B

Kenym-ne-baitiry 2730-055 Bapkapena / I[Topryranus

Howmep npounssoacreennoit smuensun: F021/004/2022

Homepa cepTudukaToB cCOOTBETCTBHS MPOU3BOAUTEINS TPEOOBAHMAM
Hamexxarmmeit nponsBoacTBeHHou nmpaktuku: FO21/S1/MH/004/2022;
F021/S1/ME/003/2022

OTKJIOHEHUS] C TOTCHIMANBGHBIM BIMSHHEM Ha KauyeCTBO M PETYIATOPHOE
COOTBETCTBHE:!

[ Jda

Her

9136012 — BUTAHTOJI, MACJISIHBIM, 0,5 mr/mi (10 m), POCCHS
81756576

I'TI: Iu a5 Jhxu UaT

900000952837

Ha
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Jlyzomeaukamenta Cocrenane Teknnka @apmaceytuka, CA  [lata npousBojcTBa: 11.2022
Omrpana Koncunsepu Ieaposy Ne 66, 69 — B CpoOK rOfJHOCTH: 11.2027
Kenym-ne-baiiury Jara ananusa: 12.2022
2730-055, Bapkapena
[NOPTYT AJIA
Cepruduxar anaansa
BUT'AHTOJI, MACJISIHBIM, 0,5 mr/mu (10 ma1), POCCHUA
Cepusn: 22KQ182

HUcnbiTanus Hopmbl Pe3syabTaTsl
Omnmcanne IIpo3paunsiii, cnerka xenToBaToro I1BeTa, COOTBETCTBYET

BS3KAH pPacTBOp, OKpalleHHBIH He Ooee

WHTEHCUBHO, YeM OJTAJIIOHHBIA pacTBOp Y3

EBp. ©.
Kucnornoe gnciio He 6oiee 0,2 0,0
OrtnocurenbHas mwotHocTh (20 °C)  0,940-0,950 0,947
IMoxkazatens npenomienus (20 °C)  1,440-1,452 1,449
JosupoBka u  oxHopomHocth Macca 10 kamens: 0,235t +15% (= 0,20- CootBercTByeT
JI03UPOBaHHUS 0,27T) M Kaxaas eIMHWYHAS Macca Karuid

+ 10 % oT cpeaHel Macchl Kariu
IMommuHOCTh KONEKanbnudepona Bpems yaepkuBanus muka konekanbimdeposa CooTBETCTBYyET
(BOXKX) B HCIIBITYEMOM pacTtBope JTOJKHO

COOTBETCTBOBATh BPEMEHU YyICPKMBAHUS MTHKA

KoJIeKapIr(epoia B CTaHAaPTHOM PacTBOpeE.
KonmuectBennoe ompenenenne  95-105 % 101 %
konexanpiudepoa (BOXKX)
Xumraeckass gmucrora (BOXX) He 6omnee 1,0 % <0,1 % (BY)
CymMMa n30MepoB
Xumuueckas uucrota (BIXKX) He 6onee 1,0 % <0,1 % (BY)
JIrobas Ipyras

HGI/I,HGHTI/I(l)I/IIII/IpOBaHHaH npuMech

Xumngeckass uucrora (BDXKX)
Cymma U30MEPOB u
HEMICHTH()UINPOBAHHBIX
npuMmecen

Homep PETUCTPALIMOHHOTO
YAOCTOBEpEHUS

ITpomsBoncteo ADC
Amnanurnyueckas CCBLIKA!

HOpMaTI/IBHaﬂ JAOKYMCHTalUA

He 6onee 2,0 %

IINO011712/01

JACM Hyrpumnn IIpomakte ®panc CAC,
®pannus

IT NO11712/01-190318 + H3menenune Nel k
HJI; U3smenenne Ne2 k HJI; M3menenue No3 k

HA

<0,1% (BY)

CooTBeTCTBYET
CooTBeTCTBYET

CooTBeTcTBYET

3aKiIroueHre: COOTBETCTBYET CIICIIU(UKAITUSM.

Hacrosmum noareep:kiaio, 4To JaHHas HHGOpPMAaLUs SBISETCS JOCTOBEPHOI U TouHOH. JlaHHAas
cepus Ipenapara Obl1a MPOU3BeIeHA, BKIOYAs YIIAaKOBKY/MapKUPOBKY U KOHTPOJIb KauyecTBa Ha
BBIIIICYKA3aHHOM IUIOMIA/IKe, B TIIOJIHOM COOTBETCTBUM ¢ TpeOoBaHusmMu GMP wmectHOro
pEryJasTOPHOIO OpraHa M B COOTBETCTBHM CO cCHEUU(UKAIUAMH B PErHCTPALUOHHOM
YAOCTOBEPEHUN CTPaHbI-UMIIOPTEpPaA. 1IpOTOKOIBI IPOU3BOACTBA, YIIAKOBKM U AaHAIU30B CEPUU

OBLTH TTPOBEPEHBI M IPU3HAHBI COOTBETCTBYIOMUME GMP.

/noonucano/

Amna ®unmuma Pamoc

VnoiHOMOYEeHHOE JIMIO

CeprudukaTt noanucan 3JIeKTpOHHOW moxamuckio B Bepcuu SAP 740 23.12.2022 B
12:40:18
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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 U
Solution / Suspension
10ML AMBER GLASS BOTTLE X 1
22KQ182

22KQ182

Russian Fed.

P N0O11712/01
11.2022

11.2027

23.12.2022

482 720 PC

2713/2022

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 potencial impact in quality and compliance:
Yes
O No

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

Prod Acabado P&G Int

900000952837

Yes
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date: 11.2022
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 11.2027
Queluz de Baixo Analysis Date: 12.2022
2730-055 Barcarena
PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 22KQ182
Tests Specifications Results
Description Clear, slightly yellowish, viscous solution, not more =~ Complies
intense in color than Ph. EUR color 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 - 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 % - 105 % 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
Marketing Authorisation Number P N011712/01 Complies
APl Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Reference: Normative P N0O11712/01 - 190318 plus Variation N°1 to ND; Complies

Documentation

Variation N°2 to ND; Variation N°3 to ND

Conclusion: Complies with specifications.

| hereby cenif?( that the above information is authentic and accurate. This batch of product has been manufactured, includin
in

ackaging/label
gulatory Authority and wi

nackaaina and analvsis records were review ed and found to be in compliance with GMP.

g and qualitY control at the above mentioned site(s) in full compliance with the GMP requirements of the loca
h the specifications in the Marketing Authorization of the importing country.The batch processing,

Ana Filipa Ramos
Qualified Person

Certificate electronically signed in SAP release version 740 in 23.12.2022 12:40:18
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