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ReciPha rm

OTNHYHO 178 Busneca

JlyzomenukamenTa Coceenane TexHrka @apmaceytuka, CA Jlara npou3BoacTsa: 09.2022
Ocrpana Koncunwepu I[Neaposy, 69-B Cpok rogHoCTH: 09.2027
Kenyur-ne-baitiry Hara ananusa: 11.2022
2730-055, bapkapena

[TOPTYT'AJIMA

Ceprmlmlia'r aHAJIH3a
BHI'AHTOJI, MACJISIHBIM, 0,5 mr/ma (10 mn), PYC
Cepus: 221Q169

IlokasaTenau Cneoudurauuu PesyabTaThl

Onucanue [IpospayHbii, BASKHE pacTBOp, cierka skentosatoro CooTBeTCTBYET
1iBeTa, OKpauleH He 00J/iee HHTEHCHBHO, YeM PACTBOP
cpaBHeHHs Y3 Esp. ©.

KHcnorHoe yucio He Gonee 0,2 0,0
OrthocuTensHas naotHocts (20 °C) 0,940 - 0,950 0,948
I[Tokazatens npenomuaerns (20 °C) 1,440 - 1,452 1,449
J103upOBKa H OAHOPOJHOCTE Macca 10 kanene: 0,235 r+ 15 % (= 0,20 - 0,27 r) CoorsercTByer
JIO3HPOBAHMS ennHuYHas Macca = 10 % oT cpenHel Macesl
[TopmuuHOCTS KONEeKanbldepona  Bpemena yaepHBaHHA MHKOB konexansuudepona B CooTBETCTBYET
(BOXKX) HCTIBITYEMOM H B CTAHOAPTHOM PACTBOpAaxX JOMKHBI

COBM2/1aTh.
KosiHuecTBEHHOE ONpeneneH|e 95 % - 105 % 101 %
konexansiudepona (BOXX)
Xumuyeckas yucrora (BOXX) He Gonee 1,0 % <0,1 % (BY)
CymMa H30MepoB
Xumuueckas uncroTa (BOXKX) He tonee 1,0 % <0,1 % (BVY)

JIro6oii apyroit He onKcaHHbBIH B

crneuuHKaluy IPOAYKT

pasioXEHHA

Kumuueckas ynctora (BIXX) He 6onee 2,0 % <0,1 % (BY)
CyMMa M30MEPOB U HE OTTHCAHHBIX B

creuudbHKaHH TPOIYKTOB

pa3noXKeHHs

Homep persctpatHoHHOTO INO11712/01 CootsercrByer
YAOCTOBEpEHHSA

[Tpouseopcteo ADC JCM Hytpumsn INpoaaxre ®panc CAC, Opanuus  CooTBETCTBYET
AHaTHTHYECKAs CChIJIKA! ITNO11712/01 - 190318 nmoc Mamenenune Nel k HJI; CoorsercTByer
HopmaTtuBHas J0KyMeHTALH Manmenenne Ne2 x HJI; Msmenenue Ne 3 k HJT

3axmoueHue: COOTBETCTBYET CHEHHKALIHIM.

/mopmnucaHo/

Heonunna Xynuy CepTudukar MOANMCAH INEKTPOHHOM MOAMKCEID B cucreMe SAP,
BepcuA Beimycka 740, B 16:32:34 15.11.2022

YONMHOMOYEHHOE JTHLIO



HaumMeHoBaHHe JeKAPCTBEHHOI0
npernapara

Jo3upoBka/AKTHBHOCTD
JlexapcTBeHHas dopma
Paszmep/THn YHaKoBKH
Homep cepun (HepacgacoBaHHOro
NMpPOaYKTAa)

Homep cepun I'Tl

Crpana Ha3Ha4YeHHS

Ne PY/Per. Ne kiuH. Heaed.
Jarta npouseoacTea

Cpok roguocTu

Jata BbIIyCKa

Koaunyectrso IMPOH3BEACHHBIX
YOaKoBOK

ApxuBHBIH HOMep

IMnomanxu

OTKI0HEHHA

Buyrpennuii koa/Onucanue
Kon 3axkasuuka

Kunace

Homep 3aKa3a Ha YIAKOBKY

Cepusi BbINylleHa HA PLIHOK

- 171
ReciPharm

OTNHYHO /g Gu3Heca

Ceptudukart Ha cepuio

BUT'AHTOII

0,5 MI'/MJI + 20000 ME

Kannu

OJIAKOH TEMHOI'O CTEKIJIA, 10 MJI X 1
221Q169

221Q169

Poccuiickas @enepanys
P NO11712/01

09.2022

09.2027

15.11.2022

482 180 wrT.

2209/2022

IlponssoacTBenHan naomanka / Ilnomanka KOHTPOIs KayecTsa /
Ilnomanka BLINycCKAa:

JlyzomenukamenTa Cocbenane TexHuka @apmaceyTuka, CA
Ouwirpana Koncunwepu [lenposy Ne 66, 69 — B

Kenym-ne-batiury 2730-055 Bapkapena / [Topryranus

Howmep npoussoacreennoi aunensuu: F021/001/2020

Howmepa cepriuduxaroB cOOTBETCTBHS POM3BOMKTENS TPEOOBAHHUAM
Hannexaweit npousponcTBeHHoi npaktuku: FO21/S1/MH/001/2020;
F021/81/ME/001/2020

OTKNOHEHUS € TOTEHLUATLHBIM BJAMAHHEM Ha KAUECTBO M COOTBETCTBHE:
O a
M Her

9136012 - BATAHTOJI, MACJISAHBIH, 0,5 mr/mna (10 M), PYC
81756576
['TT: TTu a1 xu MHTepHAIIHT

900000952004
Ja

3

HacroammM noaTsepx a0, 4To AaHHai HH(OPMAaUMA ABIAETCS JOCTOBEpHOH 1 ToyHOM. JlaHHas cepus npenapara Guima Tpou3BeAeHa,
BKJIIOYAs YIIAKOBKY/MapKHPOBKY M KOHTPOJb Ka4ecTBa Ha BhIECYKA3aHHOI Mioliake, B MOJHOM COOTEETCTBHM ¢ TpebosanusvMu GMP
MECTHOTO PETyJSATOPHOrO OpraHa M B COOTBETCTBHMH CO CICHM(HKALMAMH B PETHCTPALMOHHOM YIOCTOBEPEHHM CTPAHBI-MMIIOPTEpPA.
IMpoTOKOILI NTPOM3BOACTBA, YIAKOBKH M aHAIH30B cepHH GBINH IPOBEPEHB! i NPH3HAHEI COOTBETCTRYIOUMMHA GMP.

/mopmnucaHo/

Cepruduxar noanucaH >1eKTPOHHOH MOANHKCEHIO B cicTteme SAP, Bepcus
Beinycka 740, B 16:32:34 15.11.2022

Heonunna XKymmy

Y1onHoOMOYEHHOE JIMIIO

Jlyzomenukamenta Coceenane TexHuka ®apmaceyThka, CA
Ocrpana Koucunsepu [leaposy, 69-B - Kenym-ge-Batimy - 2730-055 Bapkapena - [TOPTYT AJIFA



gy

Reckpharm

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 IU
Scelution { Suspension
10ML AMBER GLASS BOTTLE X 1
221Q169

221Q169

Russian Fed.
PNO11712/01
09.2022

09.2027

15.11.2022

482 180 PC

2209/2022

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;
FO021/S1/ME/003/2022

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

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

Prod Acabado P&G Int

900000952004

Yes
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date: 09.2022
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 09.2027
Queluz de Baixo Analysis Date: 11.2022
2730-055 Barcarena
PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 221Q169
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 0,948
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 % - 1058 % 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 PN011712/01 Complies
APl 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 certifF that the above information is authentic and accurate. This batch of product has been manufactured, includin
Eackagingllabe ing and quaht%; control at the above mentioned site(s) in full compliance with the GMP requirements of the loca
egulatory Authority and with the specifications in the Marketing Authorization of the importing country.The batch processing,
packaaind and analvsis records were reviewed and found to be in compliance with GMP.

Deolinda Julio Certificate electronically signed in SAP release version 740 in 15.11.2022 16:32:34

Qualified Person



