Haumenosanue JIEKAPCTBEHHOIO
npenapara

Jo3upoBKa/AKTHBHOCTD
Jlekapcreennasi popma
Pa3zmep/THn ynakoBku

Homep cepuu (HepacdacoBannoro
NPOAYKTA)

Howmep cepuu I'TI

Crpana HasHaYeHust

Ne PY/Per. Ne xian. ucJjie.
Jata npou3BoacTRa

Cpok rogHocTH

Jara BeInycka

KoJm4ecTBO NpoH3Be e HHBIX
VIAKOBOK

ApXHBHBIH HOMep

Ilnomagku

OTKI0oHeHHsA

Buyrpennuii kon/Onncanne

Koa 3aka3zunka
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CepTudukar Ha cepuio

BHUI'AHTOJI

0,5 MI'/MJI + 20000 ME

Kannu

®JIAKOH TEMHOT O CTEKJIA, 10 MJT X |
221Q169

2210169

Poccuiickas ®enepauns
P NO11712/01

09.2022

09.2027

15.11.2022

482 180 wr.

2209/2022

IpoussoacTeennas naomaaka / [lnomaaka KouTpoaa KavecTsa /
Ilnomanka BeINyCKA:

Jlysomenukamenta Cocbenane Teknuka ®apmaceytuka, CA
Swrpana Koncunsepu [eaposy Ne 66, 69 — B

Kenyui-ne-baky 2730-055 bapkapena / [loptyranus

Homep npouzeoacteerHol nuuenszun: F021/001/2020

Homepa cepTndmkaTtos coOTBETCTBHS NPON3BOAMTENS TPeGOBAHUAM
Hapnexaeii npoussoacrsenHoi npakruku: FO21/S1/MH/001/2020;
F021/81/ME/001/2020

OTKNOHEHHA ¢ IOTEHLMANBHEIM BIMAHHUEM HA KAYECTBO H COOTBETCTBUE:
O Ta
X Her

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

Kaace I'TL: TIn 3np Jacw MnTepHsuinn
Homep 3aka3a Ha yIAKOBKY 900000952004
CepHs BBINYIIEHA HA PHIHOK Ja

Hacrosumy noarep:xaar, 4To jannas nHGopManus ABIgeTCs J0CTOBCPHON 1 To4HOI. [latuas cepus npenapara 6bl1a NPOM3BLICHA.
BICIKOYAA YIIAKOBKY MAPKHPOBKY H KONTPOIb KaUSCTBA Ha BbILICYKA3AHHON [IOIIAIKE. B [I0IHOM COOTBETCTRBUH ¢ TpeGoBannayH GMP
MECTHOTO PCry:IATOPHOTO OpraHa W B COOTBETCTBMH CO CTICUM(HKAIMAMU B PCHCTPALMOHHOM YIOCTOBCPEHHH CTPAHbI-HMIOPTEPA.
[MpoToKkoaL! MPOK3BO/ICTRA. YNAKOBKH H AHATH30B CePHM ObLTH IPOBCPEHBL M IPH3NANBI COOTBETCTBYIOWMMH GMP.

/moanucano/

Heonunaa Xynuy

VYNONMHOMOYEHHOE JIMLO

Ceprudmkar noanucaH 3MeKTPOHHO# NIOANKCHIO B cHcTeme SAP, Bepeys
Beinycka 740, B 16:32:34 15.11.2022

Jyzomeauxavenra Cocsenane Teknnka Gapyaceyruka. CA
crpaia Koneniawepu [Teaposy, 69-B - Kenyuwi-ae-Baituy - 2730-055 Bapkapena - [HOPTY T AJIHS



o : 1/1
Recipharm

| OTAHYHO 178 OH3HECa

Jlysomeankamenta Cocbenane Tekuuka @apmaceyTika, CA Jlara NPOU3BOJACTEA: 09.2022
Octpana Koncunsepu [Meaposy, 69-B CpoK rogHOCTH: 09.2027
Kenywi-ne-batiuy Jlara ananusa: 11.2022
2730-055, bapkapena

[TOPTYT AJIWA

Ceprudukar ananusa
BUI'AHTOJI, MACJISIHBIMU, 0,5 mr/ma (10 ma), PYC
Cepusn: 221Q169

IToxkasaTenu Creundunkauun Pesynbrarhl

Onucanue ITpo3pauHbiii, BAKHI PacTBOp, CIETKA JKENTOBATOIO CootseTcTBYET
LBETa, OKpalleH He DoJiee HHTEHCHBHO, YeM PacTBOp
cpaBHeHua Y3 Egp. ©.

KucnoTtHoe yncio He 6onee 0,2 0,0
OrnocutensHas nnorHocts (20 °C) 0,940 - 0,950 0,948
IoxazaTens npenomnenns (20 °C) 1,440 - 1,452 1,449
Jlo3UpOBKa U OXHOPOAHOCTE Macca 10 kanene: 0.235r+ 15% (= 0,20-0,27 1) CooteercTBYeT
JO3MpOBaHUA enuHuuHas macca £ 10 % or cpenmeii maccnl
[Hommmunocts konekansuudepona  BpeMeHa yiaepKUBaHHUA MHKOB Kkonekanewidepona B CooTeeTCTBYET
(B2XKX) HCIBITYEMOM M B CTAHZAPTHOM PacTBOpax AOMKHBI

COBMNAAATE.
Konuuecrsennoe onpenenedue 95 % - 105 % 101 %
KonexkanbUuudepona (BIMHKX)
Xummyeckas uncrora (B2XX) He 6onee 1,0 % 0,1 % (BY)
Cymma H3oMepos
Xumuueckas yucrora (B2XKX) He Gonee 1,0 % <0,1 % (BY)

Jlo0oii apyroit He onucaHHEIil B

CeUH(pUKALHH IPOIYKT

pasnoXeHUs

Xumuueckas urcrora (BDXKX) He Gonee 2,0 % <0,1 % (BY)
CymMa M30MepOR U He ONUCAHHBIX B

crneundHKauy NpoayKTOB

pasnoxeHus
Howmep perucrpaumonHoro ITNO11712/01 CootsercTByer
YIOCTOBEPEHHUA

[Tponzeoacteo AQC ACM Hytpuwun Mponakte ®panc CAC, dpanuus CooTteeTtcTeyeT
AHANHTHYECKAS CCBLTKA: T NO11712/01 - 190318 mmoc H3menenne Nel k HJ; Coorsetcrayer
HopmaTtueHas jokymeHTauus W3menenue Ne2 x HJT; M3menenue No 3 k HJT

3aknoueHue: COOTBETCTBYET C UELIHC]JH KalHAam.

/mropmucano/

Heonunpa XKynuy CepTudukar noanucaH SMEKTPOHHOH MOMMUCHIO B CHCTEME SAP,
Bepcud Boinycka 740, B 16:32:34 15.11.2022

YNONHOMOYEHHOE UL



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
Solution / Suspension
10ML AMBER GLASS BOTTLE X 1
221Q169

221Q169

Russian Fed.

P N0O11712/01
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: FO21/S1/MH/004/2022;
FO021/81/ME/003/2022

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

9136012 - VIGANTOL OIL 0,5mg/ml (10 mi) 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 coler 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: 0.235g9 + 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 % 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 PN0O11712/01 Complies
APl Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Reference: Normative P NO11712/01 - 190318 plus Variation N°1 to ND: Complies
Documentation Variation N°2 to ND; Variation N°3 to ND

Conclusion: Complies with specifications,

| hereby certifﬁ/ that the above information is authentic and accurate, This batch of product has been manufactured, includin
Eackagingflabe ing and qua\it_%/ control at the above mentioned site(s) in full compliance with the GMP requirements of the loca

egulatery Authority and with the specifications in the Marketing Authorization of the importing country.The batch processing,
packaaing and analvsis records were reviewed and found to be in compliance with GMP.

S,

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

Qualified Person



