HaunmeHoBanue jekapcTBEHHOT 0
npemnapara

Jo3upoBka/AKTHBHOCTH
JlekapceTrBennasi popma
Pasmep/Tun ynakoBku

Homep cepuu (HepacdacoBaHHOr0
NPOAYyKTA)

Homep cepun I'Tl

Crtpana Ha3HAYEHHS

Ne PY/Per. Ne knuH. ueen.
JlaTa npou3BoacTBa

Cpoxk rogHocTH

JaTa BbInmycka

KoauuecTBo NpOU3BEACHHbIX
YIaKOBOK

ApXHBHBIH HOMEP

Mnomamxu

OTKJIOHEeHHS

Buyrpennmnii kon/Onuncanne

Koa 3akaszuuka
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OTJMYHO JUIs OK3Heca

CepTudukart Ha cepHIo

BUI'AHTOJI

0,5 MI'/MJI + 20000 ME

Kanau

OJIAKOH TEMHOTI'O CTEKIJIA, 10 MJI X 1
22DQ126

22DQ126

Poccuiickas @enepaums
PNO11712/01

04.2022

04.2027

20.05.2022

482 314 wr.

BC 0883/2022

IponspoacreenHast momaaka / [liomaaka KOHTPOJIst KayecTBa /
Ilnomanka BeImycKAa:

Jlysomenukamenrta Cocbenane TexHuka @apmaceytuka, CA
Dwrpana Koncunwepu [Meaposy Ne 66, 69 — B

Kenyw-ne-baitiny 2730-055 bapkapena / [Toptyranus

Homep npouzsoacreenHoi auuensun: F021/001/2020

Homepa cepTrdukaToB COOTBETCTBHUS NPOU3BOAMTENS TPEGOBAHUAM
Hannexaieii npousBoacTeeHHoi npaktiku: FO21/S1/MH/001/2020;
F021/S1/ME/001/2020

OTKIOHEHHS € NOTEHUMANBHbBIM BJIMSIHUEM Ha KAYECTBO U COOTBETCTBUE:
O da
X Her

9136012 - BUTAHTOJI, MACJISIHBIIA, 0,5 mr/ma (10 ma), PYC
81756576

Kaace I'TT: T1u 51 xu MuTepHamm
Homep 3aka3a HA yHaKOBKY 900000950047
Cepus BbINyIIEHA HA PHIHOK Ha

Hacrosiiim noatsepikaaio. 4To 1aHHas MH(OpMALs SBISETCH AOCTOBEPHOH H TOuHOM. JlauHas cepus mpenapata Oblla IPOH3BELEHa.
BKJIIOYAs YNAKOBKY/MAPKUPOBKY M KOHTPOJIb KA4ECTBA Ha BBILICYKA3AHHOI [IOWAKE. B TOJHOM COOTBETCTBHM ¢ TpeGoBatusmu GMP
MECTHOTO PEry/iATOPHOrO OpraHa M B COOTBETCTBHM CO CMEUMPHKALMAMH B PEFMCTPALMOHHOM YAOCTOBEPEHHH CTPaHbI-MMIIOPTEPA.
ITpoToKoibl IPOM3BO/ICTBA, YNIAKOBKM M aHAJIM30B CEPHU ObIIH IPOBEPEHDI U MPH3HAHBI COOTBETCTBYIOLLIMMH GMP.

/moanucano/

Heonunna XKynuy

Y oAHOMOUYEHHOE JIMLIO

Ceprudukat noanucan >1eKTPOHHOI NOANKCBIO B cucTeme SAP, Bepcus
Bbinycka 740, B 15:22:45 20.05.2022

Jlysomennkamenta Cocsenane Texnuka ®apmaceytnka, CA
Derpana Koneusbepu [Menposy. 69-B - Kenyw-ne-Batimy - 2730-0355 Bapkapena - [TOPTYTAJIMS
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Jlysomennkamenrta Cockenane TexHnka @apmaceytuka, CA JlaTa npou3BoACTBa: 04.2022
Octpana Koncunbepu [lenposy, 69-B Cpoxk rogHoCTH: 04.2027
Kenyw-ge-baiiy HaTa ananuza: 05.2022
2730-055, bapkapeHna
[TOPTYTAJIUA
Ceprudukar aHaauza
BUI'AHTOJI, MACJISIHBIHA, 0,5 mr/vu (10 max), PYC
Cepus: 22DQ126

IMokasaTenn Cneundurauuu PesynbTaThl
OnucaHue [Tpo3paunblii, B3k pacTBOp, crnerka jentoBatoro COOTBETCTBYET

LBETa, OKpalleH He 0oJiee HHTEHCHBHO, UeM PacTBOP

cpaBHeHus Y3 Esp. @.
KucnotHoe uucno He 6onee 0,2 0,0
OtHocuTenbHas muotHocTs (20 °C) 0,940 - 0,950 0,947
ITokazaTens npenomnenus (20 °C) 1,440 - 1,452 1,449
Jlo3upoBKa U 0HOPOIHOCTD Macca 10 kanens: 0,235 r+ 15 % (=0,20-0,27 1) CooTBETCTBYET
J03UPOBaHHMsI enrMHuyHas Macca = 10 % ot cpenHeit Macchl
[TonnuHHOCTL KONekanbuuMdepona  BpemeHa yaepikuBaHus MUKOB Kosekanbuudepona B COOTBETCTBYET
(B2XKX) UCTIBITYEMOM M B CTaHIAPTHOM PAacTBOpaX HOJIKHbI

COBManaThb.
KonunuecTtseHHoe onpenenexnue 95 % - 105 % 102 %

xonekanbundpepona (BXKX)
Xumuyeckas yuctota (BOXKX)
Cymma n3omepoB

Xumnueckas yucrora (BOXX)
JIo0oii apyroii He onucaHHbI B
cneun(puKaLiml NpoLyKT
pas3noKeHus

XuMunueckas uuctora (BDXKX)
CyMma 130MepOB 1 HE OMUCAHHBIX B
crieurpruKkanyu NpoayKTOB
pasnoxeHus

He 6onee 1,0 %

He 6onee 1,0 %

He 6onee 2,0 %

Howmep perucrpauroHHoro ITNO11712/01
YIOCTOBEPEHHS
[TpousBoacTeo ADC
AHanuTtuueckas ccblika:

HopmaTHBHasi noKyMeHTalus

JCM HyTtpuwnn [ponakrc ®parc CAC, ®paHuus
ITNO11712/01 - 190318 nmoc Usmenenne Nel k HJI;
M3meHenue Ne2 k HJI; Msmenenne Ne 3 k HJJ

<0,1 % (BY)

<0,1 % (BY)

<0,1 % (BY)

CooTBeTcTBYET

CooTBeTcTBYET
CooTBeTcTBYET

3aK/ToUeHHe: COOTBETCTBYET CreUUPUKALUIM.

/moamnucano/

Heonunpa Xynuy
Bepcus Beinycka 740, B 15:22:45 20.05.2022

VnosHOMOYEHHOoE AuLo

CeprudukaT noanucaH 3€KTPOHHOM MoAmuchlo B cucteme SAP,
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ReciBharm

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
22DQ126

22DQ126

Russian Fed.

P N011712/01
04.2022

04.2027

20.05.2022

482 314 PC

BC 0883/2022

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/S1/MH/001/2020;
F021/S1/ME/001/2020 -

Deviations with potencial impact in quality and compliance:

[0 Yes
No

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

Prod Acabado P&G Int

900000950047

Yes
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA Manufacturing Date: 04.2022
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 04.2027
Queluz de Baixo Analysis Date: 05.2022
2730-055 Barcarena
PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 22DQ126
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 - 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) 95 % - 105 % 102 %

Chemical purity (HPLC) Sum of Isomers

Chemical purity {(HPLC) Each other
unspecified degradation product

Chemical purity (HPL.C) Sum of isomers and
unspecified degradation products

Marketing Authorisation Number
APl Manufacture

Analytical Reference: Normative
Documentation

Max 1,0 %
Max 1,0 %

Max 2,0 %

P NO11712/01
DSM Nutritional Products France SAS, France

P NO11712/01 - 190318 plus Variation N°1 to ND;
Variation N°2 to ND; Variation N°3 to ND

<0,1%(RT)
<0,1%(RT)

<0,1%(RT)
Complies

Complies
Complies

Conclusion: Complies with specifications.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.
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Deolinda Julio

Certificate electronically signed in SAP release version 740 in 20.05.2022 15:22:45
Qualified Person



