ReciPharm

oTan4HO A Ou3Heca

Jyzomenukamenrta Coceenane Texuuxa Papmaceytrka, CA [lata npoussoncrsa: 07.2022
Ocrpana Koncunwsepu [exposy, 69-B Cpox ronHocTH: 07.2027
Kenyiu-ne-batiry Jara aHanuza: 07.2022
2730-055, bapkapena

[TOPTYTAJIUA

Ceprudukar aHanusa
BUI'AHTOJI, MACJISIHBIMY, 0,5 mr/ma (10 mur), PYC
Cepus: 22GQ007

1/1

Ioxazarenu CnenHpAKaUMH PesynbTaThl

Onucanue [TpospauHbiil, BASKMH pPacTBOp, Clerka xenTosatoro CooTBETCTBYET
uBeTa, OKpauieH He 0ojiee MHTEHCHBHO, YEM PacTBOP
cpasueHus Y3 Esp. P.

Kucnorsoe uncio He Gonee 0,2 0,0
OtuocuTensHas mioTHocTh (20 °C) 0,940 - 0,950 0,947
[Mokaszarens npenomuenus (20 °C) 1,440 - 1,452 1,449
Jo3rpoBKa ¥ OHOPOIHOCTE Macca 10 kanens: 0,235 r£ 15 % (= 0,20 - 0,27 1) CoorBeTcTBYET
JO3UPOBAHHS enunu4Hag Macca £ 10 % ot cpeaHel Maccel
IMoaMuHocTh Konekansiudepoia  Bpemena ylaepkuBaHMA NHKOB KolekanbiMdepona B COOTBETCTBYET
(BIXKX) HCIBITYEMOM H B CTAaHAAPTHOM PacTBOPax JOJIKHBI

COBIIaJaTh.
KonmnuecTseHHOE onpefeeHHe 95 % - 105 % 103 %
xonexanslubepona (BIXX)
Xummyeckas gucToTa (BOXX) He 6oaee 1,0 % <0,1 % (BY)
CymMmMma H30MEPOB
Xumuueckas gucrora (BOXX) He bonee 1,0 % <0,1 % (BY)

JIro6o# apyroi He onucaHHbIH B

CHBHH@HK&HHH npo,uyKT

PasJIOKEHH

Xumuueckas yuctora (BOXX) He Gonee 2,0 % <0,1 % (BY)
Cymma H30MEPOB 1 HE OITHCAHHBIX B

crielu(pUKaluy TPOAYKTOB

pa3jokeHHs

Homep peructpaniiOHHOro IIN011712/01 CoorsercTByeT
YIOCTOBEPEHHS

[Mpouseoncteo ADPC JICM Hytpuwnn lponakrc ®panc CAC, Opanmus  CooTBETCTBYET
AHaNUTHYECKAs CCBLIKA: T1N011712/01 - 190318 nmoc Mamenenne Nel k HJI; Coorsercrayer
HopmaTtHBHas J0KyMeHTalHs Hsmenenne No2 k HIT; Mamenenue Ne 3 k HJT

3aKoueHne: COOTBETCTBYET crieliMGHKALMAM.

/moanucano/

Ana @Oununa Pamym Ceptudukar noinudcad 3JeKTPOHHON IOAIMCBIO B cucreme SAP,

Bepeus Beimycka 740, B 11:19:59 29.07.2022

VIONIHOMOYEHHOE JIMLIO



HanmeHoBaHHE JIEKAPCTBEHHOTO
npenapara

/03HpOoBKA/AKTHBHOCTE
JlexaperBennas (popma
Paszmep/THn ynakoBKH

Homep cepun (HepacgacoBaHHOTo
NpoaYyKTa)

Homep cepun I'll

Crpana Ha3HaYeHUs!

Ne PY/Per. Ne kuH. ucJjen.
Jara npou3BoacTBA

Cpok rogHocTH

JMata BbInycka

Koau4decTBo NMPOU3BEAEHHBIX
YHIaKOBOK

ApXHBHBIH HOMep

Ilnromaaxku

OTKI0HEeHHA

Buytpennnii koa/Onucanne

Kon 3akazqukxa

- 1/1
ReciP]'larm

OTJIHYHO 10 OM3Heca

Ceprudukar Ha cepHuio

BHUI'AHTOIJI

0,5 MI'/MIJI + 20000 ME

Kamnu

OJIAKOH TEMHOI'O CTEKJIA, 10 MIT X 1
22GQ007

22GQ069

Poccuiickas ®@enepanus
P NO11712/01

07.2022

07.2027

29.07.2022

121 120 wr.

1534/2022

IIpoussoicTBenHas miomaaxa / Iliomagka KoHTpoas KayecTBa /
Ilromanka BeITycKa:

JlysomenukamenTa Coceenane Texuuka ®apmaceytixa, CA
Omrpana Koncuneepu [Tenposy Ne 66, 69 — B

Kenymw-ne-bafimny 2730-055 Bapkapena / Ilopryranus

Homep npousponcTseHHOH nuuenzuu: F021/001/2020

Homepa cepTu(HKaTOB COOTBETCTRBHS IPOM3BOAUTENS TPEGOBAHISIM
Hannexamel npoussoncreennoit npakruxu: F021/S1/MH/001/2020;
F021/81/ME/001/2020

OTK/IOHEHUS C TIOTEHIHATLHEIM BIUSHUEM HA KAYECTBO M COOTBETCTRHE:
O Ja
Her

9136012 - BUTAHTOJI, MACJISIHBIMN, 0,5 mr/w (10 M), PYC
81756576

Kaacc I'TI: TTu auz Dy MHTepH3MmHT
Howmep 3akaza Ha yNakoBKY 900000951131
Cepns BBINIYIIEHA HA PLIHOK Ha

Hacrosmnm noarsepxiaio, 410 AaHHas MHQOPMALHS ABIICTCA JOCTOBEPHON U TouHOM, JlaHHas cepua npeniapara Gbina IpOM3Be/EHa,
BKJIIOHas YIIAKOBKY/MAPKMPOBKY M KOHTPOIb KAYECTBA Ha BhIIIEYKa3aHHOM ILIOIAAKE, B TIONHOM COOTBETCTBHE ¢ TpeGoBaumamu GMP
MECTHOTO PEryJISTOPHOrO OPraHa ¥ B COOTBETCTBHH CO CHCLM(HMKAUMAMH B DETHCTPALMOHHOM YZOCTOBEPEHHH CTPAHBI-MMIIOPTEDA,
TIpOTOKO/I! IPOM3BOACTEA, YIIAKOBKH M AHATM30B Cepyy OBLIH MPOBEPEHBI M IPH3HAHEL COOTBETCTBY OMMMY GMP.

/moanucano/

Ceprudukar noamucas sneKTPOHHOH MOAMHCEIO B cucTeme SAP, Bepcus
BeImycka 740, B 11:19:59 29.07.2022

Anxa Qununa Pamyiu

YTI0IHOMOYEHHOE JIHLIO

Jysomemnkamenrta Cocbenane Texuuka ®apmaceyruxa, CA
Octpana Koncuasepu [leaposy, 69-B - Kenym-ze-Batimy - 2730-055 Bapkapena - [IOPTYI'AJIHSI



Reciph?ri".‘

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 1U
Solution / Suspension
10ML AMBER GLASS BOTTLE X 1
22GQ007

22GQoo7

Russian Fed.

P NO11712/01
07.2022

07.2027

29.07.2022

121120 PC

153472022

Manufacturing site / Control site / Release site:
Lusomedicamenta Sociedade Técnica Farmacéutica, SA
Estrada Consigliert 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;
F021/S1/ME/002/2022

Deviations with potencial impact in quality and compliance:
K Yes

[0 No

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

Prod Acabado P&G Int

900000951131

Yes




Reci E‘harm

G ad 1o, Lusiboss

Lusomedicamenta Sociedade Técnica Farmacéutica,SA Manufacturing Date: 07.2022
Estrada Consiglieri Pedroso, 66, 608 Expiry Date: 07.2027
Anglysis Date: 07.2022

Queluz de Baixo
2730-055 Barcarana

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 mi) RUS
Batch: 22GQ007

Tests Specifications Results
Description Clear, shightly yeliowish, viscous solution, not more  Complies

intense in color than Ph. EUR color reference

solution Y3.
Acid Value fax 0,2 ' 0,0
Relative density (20°C) 0,840 - 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 - Complies

0.274g) single mass = 10% from the average mass
Identification Cholecalciferol (HPLC) The retention time of the cholecalciphercl peaks in - Complies

samples and standard must agree.
Assay Cholecalciferol (HFLC) 95 % -105 % 103 %
Cherlecal 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)
end unspesified degradation products
Marketing Authorisaticn Number PNO11712/01 Complies
APl Manufacture 30 Mutritional Products France SAS, France Compties
Analytical Relerence: Normalive P N011712/01 - 150318 plus Variation N°1 to ND;  Complies
Documentation Variation N°2 {o ND; Variation N3 to ND

Conclusion: Complies with specifications.

by cedify that the above information is authentic and accurate. This balch of product has teen manufactured, includin
ng/labefing and qualit.k/ cantrol at ihe above mentioned site(s) in full compliance with the GMP requirements of the ioca
ofy Authority and with the specifications in the Marketing Aulhorization of !he importing country. The batch processing,

| Em
sackaaing and analviis records were reviewed and found to be in compliance with GMP.
Tilije
Q }‘1 jré (AVE -

Ana Fillpa Ramos Certificate electronically signed in SAP release version 740 in 29.07.2022 11:19:5@

Qualified Person



