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Ceprudukar Ha cCepHIO

BHUI'AHTOJI

0,5 MI'/MJI + 20000 ME

Kannu

OJIAKOH TEMHOI'O CTEKJIA, 10 MJT X 1
22DQ019

22DQO019

Poccuiickas @enepatius
PNO11712/01

04.2022

04.2027

24.05.2022

481 800 wr.

782/2022

IIponsBoacTeenHas miomanka / Iliomanka KOHTPo/IA KayecTBa /
Ilnomaaka BbIMycCKA:

Jlysomenukxamenta Cocbenane Texnuka ®apmaceytuka, CA
Suwrpaga KoHcunbepu Ienposy Ne 66, 69 — B

Kenyuw-ne-baiiy 2730-055 Bapkapena / [Toptyrasus

Homep npousBoacTeenHol nuuensuu: F021/001/2020

Homepa ceprudukaroB cooTBETCTBUSI MPOU3BOAMTENSI TPEOOBAHUAM
Hannexxalnei npousBoacTeeHHo npaktuku: FO21/S1/MH/001/2020;
F021/S1/ME/001/2020

OTIJIOHEHHS C MOTEHUMANBHLIM BIIMSIHUEM Ha KaueCTBO U COOTBETCTRUE:
O Ma
X Het

9136012 - BATAHTOJI, MACJISIHBIH, 0,5 mr/ma (10 ma), PYC
81756576

Kaacc ['TI: ITu aup oxu UHTepHs1mHa
Homep 3aka3a Ha yIaKOBKY 900000949843
Cepusi BbINYLIIeHA HA PHIHOK Ha

Hacrosumm noarsepskaaio. 4to nanuas uHQopmaLms SBASETCS 10CTOBEPHOH M TOUHOM. [laHHas cepus npernapara Oblia MPOM3BE/IEHA.
BKJIIOYAsl YNAKOBKY/MApKHPOBKY W KOHTPOJIb KAYECTBA HA BbILLICYKA3AHHON MIIOLIANKE, B IOJHOM COOTBETCTBMHM ¢ Tpebosatussmu GMP
MECTHOrO PeryjiiTOPHOrO OpraHa ¥ B COOTBETCTBHM €O CriEUM(MKALMAMU B PEFHCTPALMOHHOM YIOCTOBEPEHUM CTPaHbl-UMIIOPTEpA.
[TpoTokobl Ipou3BOACTBA, yAKOBKM M AHATH30B CEPHH ObLIM IPOBEPEHbI M MIPH3HAHLI COOTBETCTBYIOLMMH GMP.

/moanucano/

AHa ®@ununa Pamyi

VY0JHOMOYEHHOE TULIO

CepTuduKkaT noanucaH >31eKTPOHHON NOANKUCHIO B cucTeme SAP, Bepcus
Bbinycka 740, B 15:04:14 24.05.2022

Jlysomenunxamenra Cocbenane Teknuka ®Gapmaceytuka, CA
Ocrpana Koncusbepu IMeaposy. 69-B - Kenyw-ne-Baitiy - 2730-055 Bapkapena - [TOPTYT AJIW S
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Jlyzomenuxamenra Cocvenane Texnuka ®@apmaceytuka, CA Jlata npousBoacTsa: 04.2022
Octpana Koncunsepu Ienposy, 69-B Cpok ronHocTH: 04.2027
Kenyuw-ne-baiiy Jlara aHanuza: 05.2022
2730-055, bapkapena
[TOPTYT AJIHUA
Ceprudukar anaamnza
BUI'AHTOJI, MACJISIHBIU, 0,5 mr/ma (10 mur), PYC
Cepus: 22DQ019

IMoka3zaTenn Creunpukauuu PesynbTaThl
OnucaHue [Ipo3paunsblii, BA3KKMI pacTBOp, cierka »enroBatoro COOTBETCTBYET

LIBETA, OKpalleH He 0oJiee MHTEHCHBHO, YeM PacTBOP

cpaBHeHus Y3 EBp. ©.
KucnorHoe uucno He 6onee 0,2 0,0
OtHocutenbHas roTHocTs (20 °C) 0,940 - 0,950 0,947
[Tokasarens npenomnenus (20 °C) 1,440 - 1,452 1,449
Jo3upoBKa 1 0AHOPOIAHOCTh Macca 10 kanens: 0,235 r+ 15 % (=0,20- 0,27 r) CoOoTBETCTBYET
JO3MPOBAHUS enuHuyHas macca = 10 % ot cpenHeit maccbl
MNoanunnocTs konekansuudepona  BpemeHa ynepikuBaHusi MUKOB Konekanbuudepona B COOTBETCTBYET
(BDXX) UCTILITYEMOM W B CTaHIAPTHOM PAacTBOpaxX HOJIKHbI

COBMAnaTh.
KonnuecTBeHHOe onpeneneHe 95 % - 105 % 102 %
xoJiexanbuudepona (BOXKX)
Xumuveckast yncrota (BDXKX) He 6onee 1,0 % <0,1 % (BY)
CymMa n3omepos
Xumuyeckas yuctoTa (BDIXKX) He 6osiee 1,0 % <0,1 % (BY)
Jlio0oii mpyroii He onucaHHbI B
crneun(prKaLnyi NpoayKT
paznoxeHusl
Xumuueckas yuctorta (BOXKX) He 6onee 2,0 % <0,1 % (BY)
CyMMa M30MEepOB M HE OMHCAHHbIX B
cneunprKaLiy MPOLYKTOB
pazoKeH s
Homep peructpaunoHHoro ITNO11712/01 CooTBeTCTBYET
YIAOCTOBEpeHUs
[Tpousroncteo ADC JACM HyTtpuwnn [Npoaakrc ®panc CAC, ®panunss  COOTBETCTBYET
AHanuTHueckas ccblika: ITNO11712/01 - 190318 nntoc; U3menenne Nel B HIT; COOTBeTCTByeT

HopmartuBHasi ToKyMeHTaLus Hsmenenne Ne2 B HJI; M3menenune Ne 3 k HJI

3akioueHue: COOTBETCTBYET cneunq)n KalusaMm.

/monmnucano/

Ana @ununa Pamyiu
Bepcus Bbinycka 740, B 15:04:14 24.05.2022

VY 0OJHOMOUYEHHOE JULIO

Ceprudukar noanucaH 3€KTPOHHOM MOAMMCHIO B cucteme SAP,



Name of product
Strength/Potency

Dosage form

Pack sizeltype

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 IU
Solution / Suspension
10ML AMBER GLASS BOTTLE X 1
22DQ019

22DQ019

Russian Fed.

P N011712/01
04.2022

04.2027

24.05.2022

481 800 PC

782/2022

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:

[ Yes
No

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

Prod Acabado P&G Int

900000949843

Yes

1/2
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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/Balxo Analysis Date: 05.2022
2730-055 Barcarena
PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 22DQ019
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 Max 1,0 % <0,1%
Chemical purity (HPLC) Each other Max 1,0 % <01%
unspecified degradation product
Chemical purity (HPLC) Sum of isomers and  Max 2,0 % <0,1%
unspecified degradation products
Marketing Authorisation Number P N011712/01 Complies
API Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Reference: Normative P N011712/01 - 190318 plus Variation N°1 to ND; Complies

Documentation

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

Conclusion: Complies with specifications.

| hereby 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.

/ﬁ"*‘* Tl{.«ra @m.c

Ana Filipa Ramos

Certificate electronically signed in SAP release version 740 in 24.05.2022 15:04:14
Qualified Person



