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| OTAHYHO A5t OH3Heca

CepTudukar Ha cepuio

BHUI'AHTOJI

0,5 MI'/MJI + 20000 ME

Kanau

®JIAKOH TEMHOI'O CTEKJIA, 10 MJI X 1
22EQ076

22EQ076

Poccuiickas @enepauus
PNO011712/01

05.2022

05.2027

27.05.2022

484 590 wr.

965/2022

IIpou3BoacTBenHas miomanka / [lnomagka KoHTpoOIs KauecTBa /
Inomagka BeImycKa:

Jlyzomenukamenrta Cocbenane TexHuka dapmaceyTtuka, CA
Swrpana Koneunbepu [Nenposy Ne 66, 69 — B

Kenyiw-ne-baiiiny 2730-055 Bapkapena / [Toptyranus

Homep npounssoacteenHoi nuuenzun: F021/001/2020

Homepa cepTudrkaToB cCOOTBETCTBUS MPOU3BOAUTENS TPEOOBAHHSM
Hannexxawel npoussoacTeenHoi npakruku: FO21/S1/MH/001/2020;
F021/S1/ME/001/2020

OTKJIOHEHHS C MMOTEHLHAIbHBIM BIMSIHHUEM Ha KaueCTBO U COOTBETCTBUE:
O Hda
X Her

9136012 - BUTAHTOJI, MACJISIHBIH, 0,5 mr/mn (10 mn), PYC
81756576

['TI: I sup oxu UHTepHa1LHA

900000950195

Ja

Hacrosim noaTeepsknaio. 4To paHHas MH(OPMALLMs SBISETCS JOCTOBEPHOI M TouHOi. JlaHuas cepust mpenapara Obijla NPoU3BeICHE.
BKJIIOUAsH YIIAKOBKY/MAPKUPOBKY W KOHTPOJIb KAUECTBA HA BBILLICYKA3aHHOI MUIOWAKE. B [OJIHOM COOTBETCTBUM ¢ TpeGopanusmu GMP
MECTHOTO PEryJsTOPHOrO OpraHa W B COOTBETCTBMM CO CMEUM(HKALMAMU B PErHCTPALMOHHOM YJIOCTOBEPEHHH CTPAHbI-MMIIOPTEPA.
[IpoTokosibl NPOM3BOACTBA. YNAKOBKHM M aHAIM30B CEPUM ObLIM TPOBEPEHDI M TPU3HAHBI COOTBETCTBYIOMMH GMP.

/moanucano/

AHna ©@ununa Pamyiu

VNoIHOMOYEHHOE JIMLO

Ceprudukat noanuca s1eKTPOHHOMN NMOANKChIO B cucteme SAP, Bepeus
Boinycka 740, B 16:51:30 27.05.2022

Jlyzomenukamenta Cocbenane Texnuka ®apmaceytura. CA
Dcrpana Koucunbepu Ileaposy. 69-B - Kenyuw-ne-baiiuy - 2730-055 Bapkapena - [TOPTYT AJIMS
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| OTJMYHO A5t OH3Heca

Jlysomenukamenta Cochenane Teknuka @apmaceytuka, CA JlaTa npou3BoacTsa: 05.2022
Ocrpana Koneunwepu Ilenposy, 69-B CpoK roaHOCTH: 05.2027
Kenyiu-ne-badiuy JaTa aHanuza: 05.2022
2730-055, bapkapena

[IOPTYT AJINA

Cepruuxar ananusa
BUI'AHTOJI, MACJISIHBIU, 0,5 mr/ma (10 mur), PYC
Cepusn: 22EQ076

IMokazaTenn Cneundukaumnu Pe3yabTaThl

OnucaHue [Tpo3pauHsblii, Bsi3kUi pacTBOp, cierka xenroBatoro COOTBETCTBYET
1BETa, OKpalleH He OoJiee MHTEHCHBHO, Y€M PacTBOD
cpaBHeHus Y3 Esp. @.

KucnotHoe uucno He 6onee 0,2 0,0
OtHocuTenbHas mioTHocTh (20 °C) 0,940 - 0,950 0,947
[Tokazarens npenomnenus (20 °C) 1,440 - 1,452 1,449
Jo3upoBKa 1 OHOPOAHOCTb Macca 10 kanenb: 0,235 r+ 15 % (= 0,20 - 0,27 r) COOTBETCTBYET
J03MPOBaHUS enrHuyHas macca = 10 % OT cpenHeil macchl
[TonnuHHOCTb kKonekanbuudepona  BpeMeHa yaepkuBaHHUs MUKOB Kojekanbuugpepona B COOTBETCTBYET
(B2XKX) MCMBITYEMOM W B CTAHAAPTHOM PacTBOPax LOJDKHbI

COBMAAATh.
KonunuectsenHnoe onpenenenue 95 % - 105 % 103 %
konekanbundepona (BIXKX)
Xumuueckas yucrora (BOXKX) He 6onee 1,0 % <0,1 % (BY)
CymMa u3omMepoB
Xumuueckas yuctora (BOXKX) He 6onee 1,0 % <0,1 % (BY)

JIroboit npyroit He onucaHHbII B

cneunpuKauun nposyKkT

paznoxKeHust

Xumuueckas yucrora (BOXX) He 6onee 2,0 % <0,1 % (BY)
CymMma H30MepoB U He OMUCAHHBIX B

cneunpuKaumu NpoayKTOB

pazoKeHust

Howmep peructpaunontoro IINO11712/01 CooTBETCTBYET
YAOCTOBEpPEHUs

[Tpoussoncteo ADC JCM Hyrtpuwnn I[ponakte @paHc CAC, ®paHuusi  COOTBETCTBYET
AHanuTHYeckas cchlika: ITNO11712/01 - 190318 nmoc Uzmenenne Nel k HI; CooTBeTcTBYET
HopmaTuBHas nOKyMeHTaLus N3menenue Ne2 k HJI; M3menenune Ne 3 k HJJ

3akJIoueHHe: COOTBETCTBYET CrieLU(UKaLIAM.

/monnucano/

Ana @ununa Pamyiu Ceprudukar noanucaH 3MeKTPOHHOH noanuceto B cucteme SAP,
Bepcus Boinycka 740, B 16:51:30 27.05.2022

YNonHOMOUYEHHOE NTULO
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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
22EQ076

22EQO76

Russian Fed. _&
PNO11712/01 Bt
05.2022

05.2027

27.05.2022

484 580 PC

965/2022

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: F021/001/2020
GMP Certificate Numbers: F021/31/MH/001/2020;
F021/S1/ME/001/2020

Deviations with potencial impact in quality and compliance:
K Yes
O No

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

Prod Acabado P&G Int

900000950195

Yes

BL
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date:

05.2022
Estrada Consigliert Pedroso, 66, 69-B Expiry Date: 05.2027
Qiieliis de Balio Analysis Date: 05.2022
2730-0585 Barcarena
PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 22EQ076
Tests Specifications Rasults
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 (26°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 % 103 %
Chemicat purity {HPLC) Sum of tsomers 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 unspscified degradation products
Marketing Authorisation Number PND11712/01 Complies
APl Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Refsrence: Normative P NO11712/01 - 190318 plus Variation N°1 to ND;  Complies

Documentation

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

Conclusion: Complies with spscifications.

I hereby certif}/ that the above information is authentic and a
ing and qualit‘[/hconlrol at_the above mentioned

ackaging/labe
Eegulalory Authority and wi

the specifications in the Marketing Authorizal

nackanina and analvsis racords wera réviewed and found to be in compliance with GMP.

J‘f“‘f (;C:ll ffa @MS‘

ccurate. This batch of product has been manufactured, includin
site(s) in full compliance with the GMP requirements of the foca
tion ofpthe importing country.The batch processing,

Ana Filipa Ramos
Qualified Person

Certificate electronically signed in SAP release version 740 in 27.05.2022 16:51:30
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