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Homep 3aKa3a Ha ynaKoOBKY

Cepust BbINylIleHa HA PbIHOK
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OTJINUHO Juis Ou3Heca

CepTudukart Ha cepHIo

BUI'AHTOIJI

0,5 MI'/MJI + 20000 ME

Kannn

OJIAKOH TEMHOI'O CTEKIJIA, 10 MJT X 1
22CQ099

22CQ099

Poccuiickas ®enepanus
P NO011712/01

03.2022

03.2027

13.04.2022

484 760 wr.

557/2022

IpoussoacTeenHas miomaaka / [luomanka KOHTPOJs KayecTBa /
IMMnomaaka BbIMycKa:

JlyzomenuikamenTa Cocbenane TexHuka @apmaceyTuka, CA
Duirpana Koncunbepu [lenposy Ne 66, 69 — B

Kenyui-ne-baiiuty 2730-055 Bapkapena / [Topryranus

Homep npoussoacteenHo auuensuu: F021/001/2020

Homepa cepTiduKaToB COOTBETCTBUS NPOU3BOAUTENS TPEOOBAHUAM
Hannexawieit npousBoacteenHoi npaktuku: F021/S1/MH/001/2020;
F021/S1/ME/001/2020

OTKJIOHEHUSI C MOTEHLUUAJIbHBIM BIIMSHHUEM Ha KaueCTBO M COOTBETCTBUE:
O Ta
X Her

9136012 - BATAHTOJI, MACJIAHBIH, 0,5 mr/mn (10 M), PYC
81756576
I'TI: ITu 3up xyu MHTEpHILLIHA

900000949520
Ja

Hacrosimum moAaTBepkaalo, YyTo AaHHas UH(opMaLus sBJseTcs J0CTOBEpHOiT 1 TouHOit. [laHHas cepust npernapara Obula MPOU3BEAEHA,
BKJIIOYasl YIIaKOBKY/MapKHPOBKY M KOHTDOJIb Ka4ecTBa Ha BbILICYKa3aHHON MIOLaaKe, B TOJIHOM COOTBETCTBUH ¢ TpeGoBaHuamu GMP
MECTHOTO PEryJSITOPHOIO OpraHa M B COOTBETCTBHH CO crieUU(MKALMIMH B PErMCTPALIMIOHHOM YAOCTOBEPEHHH CTPaHbI-MMIIOPTEpA.
ITpoTOKOIIBI TPOM3BOCTBA, YIAKOBKH U aHAIM30B CEPHH ObIIM MPOBEPEHbI 1 MPU3HaHbI cOOTBETCTBYOWMMI GMP.

/monnucaxo/

Ceprudukar noanucaH 31eKTPOHHON noanuckio B cucreme SAP, Bepcus
Beinycka 740, B 16:42:41 13.04.2022

Ana @ununa Pamyur

YTOIHOMOYEHHOE JIMLO

Jlyzomennxamenra Cocnenane Texunka @apmaceytika, CA
Dcrpana Koncunbepu [eaposy, 69-B - Kenyui-ne-baiiuty - 2730-055 bapkapena - [IOPTYT AJIUS
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Recipharm

I OTJINYHO st Bu3Heca

Jlysomenukamenrta Cocbenane TekHuka @apmaceytuka, CA Jlata npou3BOACTBa: 03.2022
Ocrpana Koncunsepu I[lenposy, 69-B CpoK rofiHOCTH: 03.2027
Kenyu-ge-baiimy Jara ananusa: 04.2022
2730-055, bapkapena

[TOPTYT AJIVA

CeprudukaT ananusa
BUT'AHTOJI, MACJISIHBIU, 0,5 mr/ma (10 mar), PYC
Cepus: 22CQ099

IMoka3zarean Cneundukauun Pe3yabTaThbl

Onucanue IMpo3pauHblit, BI3kMil pacTBOp, cierka sxearoBatoro CoOTBETCTBYET
LiBeTa, OKpalleH He 00Jiee HHTEHCHBHO, Y€M PacTBOP
cpaBHeHust Y3 EBp. @.

Kucnoruoe yucio He 6ogee 0,2 0,0
OTtHocuTenbHas miaotHocts (20 °C) 0,940 - 0,950 0.947
[Mokasaresb npesomienus (20 °C) 1,440 - 1,452 1.449
J103UpoBKa 1 OJJHOPOIHOCTh Macca 10 xanens: 0,235+ 15 % (=0.20 - 0,27 1) CoOTBETCTBYET
JIO3UPOBaHUsI enuHuyHas macca = 10 % ot cpeanei maccnl
[MoaauHHOCTD KoJieKkanbludeposa  BpemeHa yaepxuBaHHs NMUKOB konekanbLudepona B COOTBETCTBYET
(BOXKX) MCIBLITYEMOM W B CTaHAApPTHOM PAacTBOpax JOJIKHbI

COBMaAaTh.
KosiuecTBEHHOE OnpeseneHye 95 % - 105 % 101 %
KoJiexaibLudepona (BOXKX)
Xumuuyeckas yicrora (BIXX) He Gosiee 1,0 % <0,1 % (BY)
Cymma 130MepoB
Xumuueckas uucrora (BDXX) He 6onee 1,0 % <0,1 % (BY)

Jlio0oi#i npyroii He onucaHHbIH B

crneurduKraluy NpoayKT

pasnouKeHust

Xumuueckas ynucrora (BOXX) He 6onee 2,0 % <0,1 % (BY)
CyMMa H30MEpOB M HE ONUCAHHbIX B

crneyuduraluy NpoaAyKTOB

pazaoKeHusl
O6u1ee 4ncio a’pobHbIX He 6onee 102 KOE/ma <1 KOE/mn
MHKPOOPraHW3MOB

Of11ee YHCio IPOAOKEBBIX H He Gonee 10" KOE/mn <1 KOE/ma
TJIECHEBBIX IpHOOB

Escherichia coli OTCyTCTBYIOT B 1 Ml CoOTBETCTBYET
Homep perucrpaiioHHOro ITN011712/01 CooTBeTcTByET
YZOCTOBEpEHUs!

[Tpoussozncteo ADC JCM Hytpuwnn [Mponakrc @panc CAC, @panuus  COOTBETCTBYET
AHaJIMTHYECKas CChLIKA: ITNO11712/01 - 190318 mumoc; M3amenenue Nel B H/I; CoorBercrByer
HopmartuBHas 1oKyMeHTauus Usmenenne No2 B HJI; U3amenenue No 3 k HJJ

3aiII0OYeHKE: COOTBETCTBYET ClICLH(UKALIHSM.

/nonnucano/

Ana ®@ununa Pamyin Ceprudukar noanucaH 3JEKTPOHHOH mnoamuchio B cucrteme SAP,
Bepcusi Beinycka 740, B 16:42:41 13.04.2022

YNOJHOMOYEHHOE JIULIO
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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

12

Batch Certificate

VIGANTOL
0,5MG/ML + 20000 1U
Solution / Suspension
1OML AMBER GLASS BOTTLE X 1
22CQ099

22CQ099

Russian Fed.

P N011712/01
03.2022

03.2027

13.04.2022

484 760 PC

557/2022

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:
O Yes
;)1 No

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

Prod Acabado P&G Int

900000949520

Yes




-

Recéejwrm

E o g s

2/2

Lusomedicamenla Sociedade Técnica Farmacéutica,SA Manufacturing Date: 03,2022
Estrada Consigller Pedroso, 66, 63-B Expiry Date: 03.2027
Queluz de Baixo Analysis Date: 04 2022
2730-055 Barcarena
PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 22CQ099
Tests Spacifications 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
Refraclive 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 t 10% from the average mass
Idenification Cholecalciferol {(HPLC) The retention lime of the cholecalcipherol peaks in  Complles
samples and standard must agree.
Assay Cholecalciferol (HPLC) 95 % - 105 % 101 %
Chemical purity {HPLC) Sum of lsomers Max 1,0 % <0,1%(RT)
Chemical purity (HPLC) Each olher Max 1,0 % <0,1%(RT)
unspecified degradation product
Chemical purily (HPLC) Sum of isomers and  Max 2,0 % <0,1%(RT)
unspecified degradation products
Total aerobic microbial count Max 1E+02 CFU/ml <1 CFU/ml
Tolal yeast and mold count Max 1E+01 CFWmi <1 CFU/m!
Escherichia coll Absentin t ml, Complies
Marketing Authorisation Number P N0O11712/01 Complies
ARl Manufaclrg, sy, . DSM Nutiitional Producls France SAS, France ... Complles. . ...
Analylical Refarence: Normative P N011712/01 - 190318 plus; Variation N°1 to ND;  Complies :

Documentation

Varlatlon N°2 1o ND; Variation N®3 1o ND

Conclusion: Complies with specifications.

| hereby certify that the above Information Is authenlic and accurate. This balch of product has been manufactured, including
packaging/labeling and qualily contro! at the above mentioned site(s) in full comrpllance with the GMP requirementis of the local Regulatory
Authonty and with the specifications in the Marketing Authorization of the imporling counltry:The batch processing, packaging and analysis
racords wara raviawad and found to ba in compliance with GMP.

Jﬁuq 7—:(4 r'va @wos

Ana Filipa Ramos
Qualified Person

Certificate electronically signed in SAP release versian 740 in 13.04.2022 16:42:41



