ReciPharm

OTJIMYHO A GusHeca

Jlysomenukamenta Cocoegane Texruka @apmaceytaka, CA Jlata nmpousBoacTBa; 07.2022
Acrpana Koncunsepu [lenpozy, 69-B Cpok ronHoCTH: 07.2027
Kenyu-ne-Baitury Jara ananuza: 08.2022
2730-055, bapkapena

TIOPTYT ANIMA

Cepruduxar ananusa
BHUT'AHTOJI, MACJISIHBIH, 0,5 mr/mu (10 ma), PYC
Cepus: 22GQ069
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IToxa3zarenn Crneundurannu PesynbTaThl

Onwucanune ITpospaunkiéi, Baskuil pacTBOp, ciierka skeaToBatoro COOTRETCTBYET

1BeTa, OKpalleH He GoJee MHTEHCHBHO, YEM PacTBOp
cpaBHeHHs Y3 Erp. ©.

KuciorHoe uncno He Gonee 0,2 0,0
OtHocuTensHas wiotHoets (20 °C) 0,940 - 0,950 0,948
IMokazarens npenomnenus (20 °C) 1,440 - 1,452 1,449
Jo3upoBKa ¥ OTHOPOAHOCTE Macca 10 kanens: 0,235 r £ 15 % (= 0,20 - 0,27 1) CooTBeTcTByeT
JIO3HPOBaHHA exunruHag mMacca = 10 % or cpenHe Maccrl
[opmuunocts Konekansundepona  BpeMeHa yaepiHBaHMs HHKOB Kolekanshubepona 5 CoOTBETCTRYET
(BOXX) HCTBHITYEMOM H B CTaHIapTHOM pacTBOPaX MOJDKHBI

COBIAMATE.
KonuuecTreHHOE onmpeneneHue 95 % - 105 % 103 %

konexansiudepona (BOXX)

KXumuueckas yncrora (BIXX) He Goaee 1,0 % <0,1 % (BY)

CymMMa H30MEpPOB

Xumuueckas yncrora (BRXKX) He 6onee 1,0 % <0,1 % (BY)

JIro6oli npyroii He ONMMCAHHEIN B
cnenHUKaL MK TIPOLYKT
pasIoKeHHA

Xumuyeckas yucrora (BOXX) He 6onee 2,0 % <0,1 % (BY)

CyMMa M30MEPOB U HE OMHCAHHBIX B
creuHdHKaly TPOAYKTOBR

pazIOKEeHUs
Homep perucrpauuoHHoro TIN011712/01 CootrsercTByeT
YAOCTOBEPEHHS

IIpoussoacteo ADC JCM Hyrpummn Ilponaxre ®panc CAC, Opannuas  CooTBETCTRYET
AHaNTHTHYECKAS CCBUTKA: TIN011712/01 - 190318 naroc Hsmenenue Nel x HJI; CooTsercTyer
HopMmaTuBHas TOKyMEHTALHs Hamenenue Ne2 x HJI; Mamenenne Ne 3 x HJJ

3aK04eHKe: COOTBETCTRYET CrieuH(UKaALAaM,

/monnucano/

Ana ®ununa Pamy Ceprudukar nopnucaH 3MEKTPOHHOM MOANMCHI0 B cHcTeMe SAP

Bepcud Beinmycka 740, B 11:48:46 05.08.2022

VnoaHOMOUYEHHOE JTUIIO
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HaumeHOBaHHeE JIeKAPCTBEHHOT0
npenapara

J03HpoBKa/AKTHBHOCTD
JlekapcTBeHHas popma
Pa3zmep/Tun ynakosxu

Homep cepun (HepacdacoBaHHOrO
TPOAYKTA)

Homep cepumn I'TI

Crpana Ha3Ha4YeHHS

Ne PY/Per. Ne kHH. HCJIe/.
Hdara npousBojacTea

Cpoxk roaHocTH

HJaTa BeInycKa

KoanuecTgo MNPpOH3BEJCHHBLIX
YOaxKoBOK

ApxuBHbIi HOMep

Mnomanku

OTKI0HEeHHS

BuyTpenHuii koa/Onmucanue
Kon 3axazuuka

Kaace

Homep 3aKka3za Ha ynakoBKY

Ceplflﬂ BbINYIEHA HA PbIHOK

1/1

ReciPIwarrn

OT/MYHO A% BusHeca

Cepruduxar Ha cepuio

BHI'AHTOJI

0,5 MI'/MJI + 20000 ME

Kannu

OJIAKOH TEMHOI'O CTEKIJIA, 10 MIT X 1
22GQ069

22GQ069

Poccuiickas ®enepaums
P NO11712/01

07.2022

07.2027

05.08.2022

373 760 wr.

1576/2022

IpouseoacTeennasn niomanka / Ilnomanka KoHTpoas kavecTBa /
Ilaomanka BeIMycKa:

JlysomenuxamenTa Cocsenane Texuuka ®apmaceytuxa, CA
Omrpana Koncunsepu [enposy Ne 66, 69 — B

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

Homep npoussoncreennoit munensuu: F021/001/2020

Homepa cepTH()HKATOB COOTBETCTBHA NPOU3BOAMUTENA TPEGOBAHMAM
Hannexareii npoussoncrsensol npakraku: F021/S1/MH/001/2020;
F021/S1/ME/001/2020

OTK/IOHEHNS € NMOTEHIMATBHBIM BIMAHMEM HA KAYECTBO W COOTBETCTRHE:
O Oa
B Her

9136012 - BATAHTOJI, MACJISIHBIIA, 0,5 mr/mu (10 M), PYC
81756576

I'TI: Iu aun Joxm MiHTepHALIIHA

900000951194

Ha

HacrosmmM noATBepk a0, YTO AaHHAd WH(OPMALKA ABJIAETCA JOCTOBEPHOH M TOUHOM. [aHHad cepus Tpemapara Gblia Npou3BeseHa

>

BKJIIOYasA YIAKOBKY/MAPKMPOBKY M KOHTPO/Ib Ka4eCTBA Ha BHIIEYKA3aHNOM MUIOMAKe, B MIOJHOM COOTBETCTBMHM ¢ TpefoBaHmamu GMP
MECTHOTO DETYIATOPHOT® OPTaHa H B COOTBETCTBHH CO CHELM(HKALMAME B PETHCTPAITMOHHOM YJOCTOBEDEHHH CTDaHbl-MMIOPTEpA.
[Iporokossl IPOM3BOACTBA, YIIAKOBKM M AHANHM30B CEPHH GBI MPOBEPEHE! i IPU3HAHBI COOTBETCTBYIOUIMMH GMP.

/moanucano/

Ana Qununa Pamyn

YIoMHOMOYEHHOE JIHLO

Ceprrdukar noanucan 371eKTPOHHOM NMOAMKCHIO B cucTeMe SAP, BepcHs
Beirlycka 740, B 11:48:46 05.08.2022

JlyzomenukamenTta Cocbenane Texkuuka ®apmaceytuka, CA
Ocrpana Koncwisepu [Teaposy, 69-B - Kenym-ge-badimy - 2730-055 Bapkapena - [TIOPTYT AJIMSA



Name of product
Strength/Potency

Dosage form

Pack sizeftype

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
Soiution / Suspension
10ML AMBER GLASS BOTTLE X 1
22GQo69

22GQ069

Russian Fed.
PNO11712/01
07.2022

07.2027

05.08.2022

373 760 PC

1576/2022

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: F021/003/2022
GMP Certificate Numbers: F021/S1/MH/003/2022;
FO21/S1/MEI002/2022

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

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

Prod Acabado P&G Int

900000951194

Yes
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date: 07.2022
Estrada Consiglieri Pedroso, 66, 69-8 Expiry Date: 07.2027
At B Analysis Date: 08.2022

2730-055 Barcarena

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/mi (10 ml) RUS
Batch: 22GQ069

Tests Specifications Results
Description Clear, slightly yeliowish, 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 % - 105 % 103 %
Chemical purity (HPLC) Sum of Isomers Max 1,0 % < 0,1%(RT)
Chemical purily (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 P NC11712/01 Compiies
APl Manufacture DSM Nutritional Products France SAS, France Complies
Analylical Reference: Normative P NO11712/01 - 180318 plus Variation N°1 fo 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 baich of product has been manufactured, includin
ackaging/iabeling and quall{? control at the above mentioned site(s) in full compliance with the GMP requirements of the loca

gulatory Authorily and with the specifications in the Marketing Authorization of the importing country, The batch processing,
nackagind and analvsis records wera reviewed and found to be in compliance with GMP.
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Ana Filipa Ramos Certificate electronicaliy signed in SAP release version 740 in 05.08.2022 11:48:46
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