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ReciPI‘narm

OTIHYHO Ana Gu3Heca

Jlysomenuxamenta Cocrenane Texuuxa ®apmaceyruxa, CA Jlara IIPOM3BOJICTBA; 05.2022
Ocrpana Koncunbepu [Nenposy, 69-B Cpok roaHocTH: 05.2027
Kenym-ne-Baiiny Mara ananmuza: 06.2022
2730-055, bapkapena

I[TOPTYT AJIMA

Cepraduxar ananuza
BUT'AHTOJI, MACJISIHBIU, 0,5 mr/ma (10 ma), PYC

Cepns: 22EQ117
IMoxa3zaTenn Cneundurxaunu PesyasTaThi
Onucanue IMpospaunkiif, BA3KHM PACTBOP, CIErKa XeaTOBATOrO CootsercrByer

BETa, OKpalleH He Gonee HHTEHCHBHO, YEM PAacIBOp
cpasuenus Y3 Esp. ©.

KucnorHoe yncio He 6onee 0,2 0,0
OTHocuTensHAas MITOTHOCTH (20 °C) 0,940 - 0,950 0,947
IMokasatens npenomaenns (20 °C) 1,440 - 1,452 1,449
J03MpOBKa H OMHOPOIHOCTh Macca 10 xkanens: 0,235 1+ 15 % (= 0,20 - 0,27 r) CootrsercTByer
JIO3HUPOBAHHS enuHHyHad Macea £ 10 % oT cpenneii maccrl
lonmunocTs KoNekansuudeposa  Bpemena yJepkuBaHHA THKOB KojekanblHdeposa B CootBercrByer
(BOXKX) HCIIBITYEMOM H B CTAHAAPTHOM pAacTBOPax HOKHEI

COBIIANIaTh.
KonmuuectrenHoe onpeneneuue 95 %-105 % 104 %
kosexaneLubepona (BIXX)
Kumuueckas yucrora (BOXX) He 6onee 1,0 % <0,1 % (BY)
CymMa H30MEpOB
Xumuueckas ynctota (BOXX) He 6oxee 1,0 % <0,1 % (BY)

JIroBo# apyroii He OMMCAHHEIH B

crienuHKaHKE NPOAYKT

pazmoKeHUus

Xumuyueckas yncrora (BOXX) He 6onee 2,0 % <0,1 % (BY)
CyMMa H30MEPOB M HE OITHCAHHBIX B

crnenudUKanny TPOIYKTOB

PasIoXKeHHS

Homep perucTpauioHHoro IIN011712/01 CootsercTByer
YIOCTOBEPEHHS

ITpoussonctro ADC ACM Hytpumnn IMponaxte ®pasc CAC, Opannus CootBercrryeT
AHaJIMTHYECKAS CCBUTKA; ITNO11712/01 - 190318 mmoc Mamenenue Nel k HIT; CoorsercrByer
HopmatusHas fokymeHTanus Hsmenenne Ne2 k HT; Msmenenne Ne 3 x HJJ

3aK/IHOYEHHE; COOTBETCTBYET CreUM(DUKAIHAM.

/mopmcano/

Awna ©Oununa Pamym Ceprudukar noamucaH 31EKTPOHHOM MONMMCHI0 B cucTeMe SAP
Bepcus Beimycka 740, B 13:26:45 20.06.2022
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VYnonHoMo4eHHOE TULIO



HaumeHoBaHHe IeKaPCTBEHHOIO
npenapara

Jo3uporka/AKTHBHOCTD
JlexapcrBennas dopma
Pazmep/Tun ynakoBKHu

Homep cepun (HepacdacoBaHHOIO
NPOAYKTAa)

Homep cepuu I'l

Crpana Ha3HAYEHHS

Ne PY/Per. Ne xnuH. uciaen.
JaTa npousBoacTBA

Cpok roguocru

Hdara BeinycKa

KonungectBo NPOH3BEACHHBIX
YHaxKoBOK

ApxuBHBI HOMep

Inowanxku

OTKI0oOHEHHS

Brytpennnii kon/Onucanue
Kon 3akazuuxa

Kunace

Homep 3aKa3a Ha YIIAKOBKY

Cepusl BBINYLIEHA HA PHIHOK

171

ReciPharm

OTTHYHO Ay Ou3Heca

CepTrudukar Ha cepHio

BHUI'AHTOJI

0,5 MI'/MJI + 20000 ME

Kanmu

OJIAKOH TEMHOI'O CTEKIJIA, 10 MIT X 1
22EQ117

22EQ117

Poccuiickas @enepanus
P NO11712/01

05.2022

05.2027

20.06.2022

116 800 mrr.

1037/2022

IponseoacTeennan nuomanka / [lomwaaka KonTpoas kavecrsa /
ITnomanka BeIMycKa:

Jlysomenukamenta Cocrenane Texnuka @apmaceyTtrka, CA
Jwrpana Koncuneepu [Menposy Ne 66, 69 — B

Kenyu-ne-Baiimy 2730-055 Bapkapena / [Topryranus

Howmep npouzeoacreenHoi auuenssn: F021/001/2020

Homepa ceprudukaTos COOTBETCTBHS NPOM3BOAKTENS TPeGOBAHHAM
Hannexaue# npox3soacTBeHHOM npakThku: FO21/S1/MH/001/2020;
F021/S1/ME/001/2020

OTKIIOHEHUS C OTEHIHATBHBIM BIIHSHUEM Ha KAYECTBO M COOTBETCTRUE:
O Ja
X Her

9136012 - BUTAHTOII, MACJDIHI:IPL 0,5 mr/mn (10 M), PYC
81756576
I'TI: TIn oun ke MeTepHamsn

900000950278
Ja

HacToamum noaTBep:kia0, 4T0 NaHHAA MHOpMAIMA ABNSETCA JOCTOBEPHOM M ToUHOH. lanHas cepud Tipenapara GbLIa IpOM3BEeHa

s

BKJII0928 yNaKOBKY/MapKHPOBKY M KOHTPOJb Ka4eCTBA HA BBINIEYKA3aHHOM ILIOIALKE, B TIOJHOM COOTBETCTRHHM C Tpebosanusmu GMP
MECTHOrO PEryJIATOPHOrO Opraia M B COOTBETCTBHH CO CNCUH(HKALMAMH B PETHCTPALMOHHOM YIOCTOBEPEHMH CTPAHBI-MMIIOPTEpA,
TIpoTOKONBI IPOH3BOACTBA, YNAKOBKH U AHAITH30B CCPHH OBUIH NPOBEPEHE! i IIPH3HAHB! COOTBETCTRYIOMMME GMP,

/moxanucano/

Ana Qununa Pamyin

YnonHoMo4eHHOE JIHLIO

Ceprudukar noamucan s1eKTPOHHOM MOAMHCEHIO B cucTeme SAP, Bepeus
Bhimycka 740, B 13:26:45 20.06.2022

Jlyzomemaxamenta Coceenane Texuuka Papmaceytuia, CA
Ocrpana Koncunbepu [leaposy, 69-B - Kenyuwi-me-Batinty - 2730-055 Bapkapena - [TOPTYT AJIHAS



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 BOTTLEX 1
22EQ117

22EQ117

Russian Fed.
PNO11712/01
056.2022

05.2027

20.06.2022

116 800 PC

1037/2022

Manufacturing site / Control site / Release site:
Lusomedicamenta Sociedade Técnica Farmacéutica, SA
Estrada Consiglieri Pedroso N°66,639-B

Queluz de Baixo 2730-055 Barcarena Portugal
Manufacturing Authorisation Number: F021/001/2020
GMP Certificate Numbers: F021/S1/MH/001/2020;
F021/S1/ME001/2020

Deviations with potencial impact in quality and compliance:
Yes
] No

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

Prod Acabado P&G Int

900000950278

Yes
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date: 05.2022
Estrada Consiglieri Pedroso, B6, 69-8 Expiry Date: 05 2027
Oliekiz daShks Analysis Date: 06.2022
2730-055 Barcarena
PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml} RUS
Batch: 22EQ117
Tests Specifications Results
Description Clear, slightly yeliowish, viscous solution, not more  Complies
intense in cofor than Ph, EUR color reference
solution Y3.
Acid Valua Max 0,2 0,0
Relative densily {20°C) 0,840 -0,850 0,947
Refractive Index (20°C) 1,440 -1,452 1,449
Dosage and uniformity of dosage Mass of 10 drops: 0.235g t 15% (= 0.20 - Complies
0.27g) single mass £ 10% from the average mass
Identification Cholecalciferol (HPLC) The retention time of 1the cholecalcipherol peaks in Complies
samples and standard must agree
Assay Cholecalciferol (HPLC) 85 % - 108 % 104 %
Chemical purity (HPLC) Sum of Isamers Max 1,0 % < 0,1%(RT)
Chemical purity (HPLC) Each olher 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 NO11712/01 Complies
APl Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Reference: Normative P N011712/01 - 190318 plus Variation N*1 to ND;  Camplies

Documeniation

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

Conclusion: Complies with specifications

| hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, includin

ackaging/labeling and quam?( control at the above mentioned site(s) in full compliance with the GMP requirements of the Joca
Etagulatory Atharity and wilh the specifications in the Marketing Aulhorization of the imperling country.The balch processing,
nackaaing and analvsis ranords wara reviewed and found to be in compliance with GMP.

J‘f"“* T\Lra 'Z\MJS

Ana Filipa Ramos
Qualified Person

Certificate electronically signed in SAP release version 740 in 20.06.2022 13:26:45



